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The  Dept  Clinical  Investigation,  formerly  Medical  Research  and 
Development,  is  entering  its  16th  year  of  operation.  Largely  through 
the  efforts  of  00L  Norman  Ream,  MC,  Consultant  for  Clinical  Investi¬ 
gation,  HSC,  and  his  staff,  Departmental  status  was  achieved  in  FY80. 

COL  Ream  and  his  staff  are  also  to  be  commended  for  their  efforts  in 
decentralizing  the  protocol  approval  process.  Monumental  gains  have 
been  realized  in  this  area. 

Personnel  shortages  and  uncertainty  persisted,  but  budgetary 
progress  was  realized  in  FY80.  The  Department  is  particularly  indebted 
to  BC  Kenneth  Cass,  Commander,  WBAMC  Jul  1979  -  Jul  1980,  who  recognized 
the  importance  of  Clinical  Investigation  and  reversed  a  two-year  downward 
spiral  in  OMA  funding,  and  who  was  instrumental  in  approving  construction 
of  a  portable  building  which  will  greatly  expand  the  training  and  research 
capabilities  of  the  Biological  Research  facility  of  the  Department.  The 
Dept  of  Clinical  Investigation  also  appreciates  the  continued  support  shown 
by  BG  Chester  Ward,  MC,  Conmander  WBAMC,  Aug  1980  to  the  present. 

The  Department  has  fulfilled  its  mission  in  a  productive  manner. 

The  investigators  who  actively  pursued  their  projects,  frequently 
utilizing  their  cwn  hours  from  off-duty  time  and  occasionally  providing 
their  own  funds,  are  to  be  especially  commended.  All  investigators  for 
each  work  unit  are  identified  in  the  respective  reporting  sections. 

The  contributions  of  the  many  nurses,  technicians,  corpsmen  and 
administrative  personnel  who  are  vital  to  the  successful  implementation 
of  clinical  research  projects  are  acknowledged. 

I  am  grateful  for  the  editorial  and  typographical  assistance  of 
Ms  Peggy  Casteel  in  the  completion  of  this  document  and  to  the  remaining 
staff  of  the  department  for  their  varied  areas  of  contribution. 
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UNIT  SIM1AKY 


objectives 


The  Department  of  Clinical  Investigat ion ,  William  Beaumont  Army 
Medical  Center,  was  established  2  February  1965  as  the  Medical 
Research  and  Development  Service.  The  mission  is  to  promote  and 
coordinate  clinical  research  and  directed  basic  research.  The  policies 
and  objectives  are  outlined  in  Department  of  Defease  Directive  Number 
6000.4  dated  7  April  1971: 

"Clinical  investigation  is  an  essential  conponent  of  optimum 
medical  care  and  consists  of  the  organized  inquiry  into 
clinical  health  problems,  for  the  following  purposes: 

1.  To  achieve  continuous  improvement  in  the  quality  of 
patient  care. 

2.  To  provide  experience  in  the  mental  discipline  achieved 
by  participation  in  such  organized  inquiries,  and  to 
provide  experience  for  personnel  who  will  ultimately  be 
teaching  chiefs  in  military'  hospitals  and  medical 
specialty  consultants. 

5.  To  maintain  an  atmosphere  of  inquiry'  because  of  the 
dynamic  nature  of  the  health  sciences. 

4.  To  maintain  high  professional  standing  and  accreditation 
of  advanced  health  education  programs." 

The  Department  supports  in-house  research  projects  by  AMEDD  staff 
members,  residents,  and  interns,  assisting  in  the  formulation,  prepara¬ 
tion,  and  promulgation  of  research  protocols  and  final  research  publica¬ 
tions.  Tire  Department  furnishes  experimental  design  and  statistical 
and  technical  expertise,  develops  and  carries  out  special  laboratory 
procedures,  and  provides  general  support  in  terms  of  equipment ,  supplies, 
and  animal  resources  when  necessary.  The  creative  and  inspirational 
environment  and  technical  knowledge  available  serve  to  stimulate  the 
undertaking  of  basic  and  clinical  medical  and  paramedical  research  at 
William  Beaumont  Army  Medical  Center  by  staff  members,  and  interns  and 
residents  in  training,  as  well  as  provide  a  basic  instructional  facility 
to  elucidate  the  principles  and  conduct  of  research. 

In  addition  to  the  primary'  mission,  as  stated  above,  the  Department 
is  active  in  supporting  several  training  and  teaching  programs  involved 
with  direct  patient  care.  As  examples,  ll.T  Klenke  conducts  a  year-long 
health  physics  course  supplemented  with  statistical  reviav  for  the 
Nuclear  Medicine  Fellowship,  and  the  Department  participated  in  a  three- 
month  formal  lecture  series  on  ’"adioiiumnoassay .  The  Biological  Research 
Facility  directly  supported  approximately  450  anesthesia  and  surgical 
assistance  training  procedures  ranging  from  minor  suturing  techniques 
for  the  Clinical  Specialist  Course  students  through  aortic  bypass  grafts 
for  the  surgical  residents,  Exanples  of  formal  traini ng  protocols 
supjK-irtcd  by  the  department  are  detailed  in  Appendix  1. 
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;  The  department  has  provided  scientific  and  administrative 

'  computational  support  to  the  Department  of  Nursing,  Pathology, 

;  Medicine,  Surgery,  and  Logistics  Division  of  WBAMC.  The  department 

j  provides  this  support  as  it  alone  possesses  unique  skills  and 

I  equipment  necessary  to  perform  the  tasks.  The  tasks  may  require 

mathematical  modeling,  statistical  analysis,  or  graphical  represen¬ 
tations.  The  specific  support  provided  FY80  is  as  follows: 

Nursing  requested  statistical  verification  of  workload  data 
collected  in  a  proper  manner.  An  automated  infectious  control  rrograr. 
is  being  considered. 

Logistics  has  been  provided  with  programs  to  maintain  its  MT.DCASL 
program,  the  purchasing  program  for  the  Bradley  Annex  under  construction, 
j  linen  control  program,  and  expendable  item  control  program. 

The  Department  of  Medicine  required  statistical  analysis  of  data 
for  presentation  and  programs  were  written  to  capture  and  evaluate 
such  data. 

In  addition,  all  radioimmunoassay  calculations  and  reports  performed 
by  Nuclear  Medicine  were  done  utilizing  equipments  and  programs  provided 
by  the  Department  of  Clinical  Investigation 

TECHNICAL  APPROACH 

The  Dept  of  Clinical  Investigation  provides  support  for  staff 
research  projects  under  the  guidelines  of  the  Declaration  of  Helsinki , 
Clinical  Investigation  Program  (AR  40-38) ,  and  the  Use  of  Investigational 
Drugs  in  Humans  and  the  Use  of  Schedule  I  controlled  Drug  Substances 
(AR  40-7).  Research  is  conducted  under  protocols  approved  by  the 
Research  Committee  (WBAMC  HR  70-4) ,  the  Human  Use  Conmittee  (WBAMC 
HR  40-38)  and  the  Radioisotope  Committee  (WBAMC  HR  40-37)  where  appli¬ 
cable.  Following  at  least  three  years  of  discussions,  conferences, 
and  debates  at  the  Annual  Clinical  Investigation  Conferences  ,  as  well 
as  various  interval  communications,  HSC  Regulation  40-23  was  drafted  in 
final  form.  The  Connander ,  HSC,  MG  Marshall  McCabe,  approved  the 
regulation  "Management  of  Clinical  Investigation  Protocols  and  Reports" 
and  it  was  implemented  28  Dec  79.  This  regulation  represents  a  signi¬ 
ficant  change  of  policy  in  the  recognition  of  local  expertise, 
authority  and  responsibility.  It  decentralizes  the  approval  process 
for  several  categories  of  protocols.  Further  decentralization  seems 
appropriate.  In  those  research  protocols  utilizing  laboratory  animals,  the 
investigators  follow  guidelines  set  forth  in  "Guide  for  Laboratorv 
Animal  Facilities  and  Care,"  published  by  the  Committee  on  the  Guide 
for  Laboratory  Animal  Facilities  and  Care  of  the  Institute  of  Laboratory 
Animal  Resources,  National  Academy  of  Sciences -National  Research  Council, 
and  the  criteria  established  by  the  American  Association  for  Accreditation 
of  Laboratory  Animal  Care . 
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MANPOWER 


Title 

SSI/MOS 

Auth 

.Assigned 

Name 

Chief 

0-5 

0-5 

Pennev ,  Lam-  L.  ,  MC 

Nuc  Med  Sci/ 

68B 

0-3 

0-2 

Klenke,  KJ,  MFC 

Admin  Off 

Biochemist/ 

68E 

0-3 

0-4 

Sellers,  M.E.,  M5C 

.Asst  Chief 

Vet  Lab  Animal  Off 

64C 

0-3 

0-3 

Parker,  G. ,  A'C 

Med  Lab  Sp 

011 120 

E-S 

E-6 

Robinson,  Brvan 

Vet  Anim  Spi 

91T20 

E-3 

F.-4 

Lee ,  Daniel  F 

Vet  .Anim  Sp 

91T10 

E-3 

E-4 

Graf,  James  P 

Vet  .Anim  Sp 

91T10 

E-3 

E-4 

Lipp,  Gary' 

Vet  .Anim  Sp 

91T10 

E-3 

E-4 

Revels ,  Scott 

Hlth  Tech 

00699 

GS-7 

GS-7 

Revels,  J.F. 

Anm  Res  .Asst 

•Anm  Caretaker 

07706 

WG-3 

WG-1 

Burton,  A.D. 

Chemi  s  t 

01311 

GS-11 

GS-11 

Rauls,  D.O. 

Microbiologist 

00403 

GS-11 

GS-11 

Frederick,  R. 

Chemist 

01320 

GS-9 

GS-9 

Sandison,  S.W. 

Chemist 

01320 

CS-9 

GS-9 

Meyers ,  T . 

Med  Lab  Tech 

00645 

GS-7 

GS-7 

Manna,  B.S. 

Med  Lab  Tech 

00  645 

GS-7 

GS-6 

Abshire,  T. 

Editorial  .Asst 

01087 

GS-7 

GS-7 

Casteel,  P.J. 

''led  Lab  Sp  01H20  Recognized  Requirement  -  Not  Authorized 

Vet  .Ann  Sp  91T10 


EXPENDITURES 

FY77S7T 

FY78 

FA' 79 

FA' 80 

Personnel  (Civilian) 

148,153 

118,995 

151,769 

171,444 

Consumable  Supplies 

56,831 

35,923 

34,39  2 

60,134 

MEDCASE  Equipment 

48,324 

33,169 

37,333 

140,868* 

Capital  Equinment 

- 

- 

2,425 

10,427 

TDY 

3,485 

2,805 

1,179 

1,469 

Contracts,  Services, 
and  Reproduction 

Printing 

4,327 

3,053 

937 

1,025 

Military'  Pay 

TOTAL  $261,120 

$  1^  3,945 

$228,035 

141,385 

167,437 

$556,272 

The  actual  MEDCASE  expenditure  was  about  $82,000.  Approximately  $58,000 
of  the  above  total  was  paid  in  FY80  for  equipment  received  in  FY79.  (See 
FY79  .Annual  Progress  Report) .  The  Dept  Clinical  Investigation  further 
accounted  the  supply  expenditures  into  general  office, $3116;  general 
laboratory  (divided  among  two  or  more  protocols  or  for  maintenance, 
standards,  etc),  $18,189;  and  general  biologic  research  facility' 
(primarily  training  protocols) $13, 851 .  The  remaining  $25,028  was  spent 
on  21  specific  protocols  and  the  amount  is  noted  under  consumable  suoplies 
on  the  appropriate  detail  sheets. 
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It  is  impossible  to  account  equipment,  personnel,  TDY  and 
general  supplies  to  specific  protocols.  However  eliminating  terminated 
protocols  there  were  99  active  protocols  in  FY80 .  The  following  figures 
will  be  high  estimates  because  a  portion  of  personnel,  supply,  and  equipment 
expense  is  for  training  as  opposed  to  research.  Furthermore  all  of  the 
salary  for  the  C,  Dept  Clinical  Investigation  is  accounted  here  and  a 
portion  of  his  time  is  actually  spent  in  patient  care  and  teaching. 

Comptroller  data  listed  above  $556,272  indicates  an  overall 
average  of  $5619  total  expenditure  per  active  protocol.  Several  of  the  older 
protocols  received  more  limited  funding  in  deference  to  those  more  current 
It  is  also  important  to  note  that  a  large  clinical  study,  with  little  or  no 
equipment  or  laboratory  expense,  can  be  quite  costly  in  terms  of  personnel 
for  administration,  data  collection,  and  reduction,  committee  preparation, 
annual  review,  HSC  and  OTSG  coordination  and  manuscript  preparation.  The 
average  personnel  cost  for  these  services  exceeds  $500  per  protocol  for  the 
WBAMC,  DCI .  Partly  due  to  the  avalanche  of  regulations  and  increasing 
numbers  of  forms,  minutes,  etc.,  which  must  be  maintained  and  distributed, 
the  supply  cost  for  paper,  clins ,  staples,  folders,  and  other  strictly 
administrative  materials  have  risen  to  an  average  of  $31  per  protocol  per  year. 

TDY  for  minimal  continuing  education  and  mission-essential  training 
was  granted.  The  department  provided  no  TDY  trips  for  any  investigator  to 
present  findings  at  professional  meetings. 

The  department  had  two  recognized  requirements  unfilled  in  FT 7 9 , 
but  all  authorized  positions  were  filled.  The  modest  increase  in  numbers 
of  protocols  accepted  and  completed,  and  in  publications  and  presentations 
attest  to  the  value  of  stabilization  as  noted  in  the  FY78  report.  Stabiliza¬ 
tion  of  principal  investigators  continues  to  be  a  problem  as  witnessed 
partially  by  the  number  of  terminated  protocols. 

PROGRESS:  During  this  fiscal  year  WBAMC  authors  had  63  articles  or 
presentations  published  or  accepted.  Eleven  new  submissions  and  seven 
previously  reported  submissions  are  still  pending.  A  tabulation  of  pertinent 
workload  and  dispositions  compared  to  budget  (not  adjusted  for  inflation)  for 
the  past  five  years  follows:  (FY77$7T  have  been  conhined,  but  adjustment  to 
12  months  is  shown  in  parenthesis) 
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DEPARTMENT  OF  CLINICAL  INVESTIGATION 
WILLI. AM  REAUMDNT  ARME  MEDICAL  CENTER 
r.L  PASO,  TEXAS  79920 

detail  sheet 

Normal  Values  of  Serum  Tri  iodothvroninc  (T3)  as  Determined  hv 
TITLE:  Radioimmunoassay  in  Various  Clinical  Euthyroid  States 

WORK  UNIT  NO:  75/07 

PRINCIPAL  INVESTIGATOR:  COL  L.L.  Penney,  MP:  Douglas  Daniels,  DAC 
ASSOCIATE  INVESTIGATORS: 


OR.IECHVES 

Determine  normal  values  of  T3  for:  (a)  Pregnancy  during  all  three 
trimesters,  (h)  Females  taking  oral  contraceptives,  (c)  Euthyroid 
flashimoto's  Disease,  (d)  Other  thvroiditises . 

TECHNICAL  APPROACH 

Serum  samples  will  he  obtained  from  patients  during  1st,  2nd,  and  3d 
trimester  of  pregnancy;  females  on  oral  contraceptives  for  at  least 
three  months;  euthyroid  patients  with  Hashimoto's  thyroiditis  before 
treatment  with  thyroid  hormone  and  after  treatment  with  Svnthroid; 
patients  writh  thyroiditis  (subacute).  Clinical  histories  will  be 
obtained  and  the  clinical  thyroid  state  will  be  determined.  The  serum 
samples  obtained  will  be  evaluated  by  radioimmunoassay.  Determination 
of  the  inclusion  into  the  proposed  categories  will  he  from  clinical 
diagnosis,  clinically  determined  thyroid  state  and  appropriate  laboratory 
s  tudi es . 

PROGRESS 

Papers  have  been  published  in  Clinical  Nuclear  ‘bdicine  ro^rting 
studies  of  T3  values  in  pregnancy  and  in  patients  with  chronic  renal 
failure  on  dialysis.  No  further  studies  have  been  conducted  ;ind 
none  are  anticipated  in  the  near  future. 


S  T ATI  IS :  Comp  1  e  te  d 
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DEPARTMENT  or  CLINICAL  INYESTI  CATION 

wh.liam  beaumont  .wn'  medical  center 

r.I.  PASO,  TEXAS  79920 

,  ITT  AIL  Sin~.IT 
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TITLE :  Isolation  and  Purification  of  Choline  Phosphotrans ferase 
WORK  UNIT  NO:  5 / 30 

PRINCIPAL  INSTIGATOR:  (PL  L.L.  Penney,  MD 
ASSOCI  ATP.  1  NVESTI  CATORS  : 


OB.IPCnVPS 

To  develop  a  method  for  the  isolation  of  choline  phosphotransferase 
from  lung  tissue  and  correlate  respirators’  distress  with  the  presence 
and  specific  activity  of  this  enzyme. 

TECHNICAL  APPROACH 

Microsomal  and  lysosomal  fractions  of  lung  tissue  will  be  subjected 
to  standardized  enzymic  purification  techniques.  Cofactor  effects  will 
he  studied  in  order  to  assess  possible  prophylaxis  development  in 
cases  of  respiratory  distress. 

PROGRESS 

A  manuscript  was  reported  last  year.  Additional  specimens  wen? 
collected  in  FA' 80 ,  but  analysis  to  date  is  incomplete .  Further  work 
will  be  reported  and  funded  under  protocol  77/25. 


STATUS:  Cornu leted 


DEPARTMENT  OF  CLINICAL  INVESTI  CATION 
WILLIAM  BEAUMTNT  ARMY  MEDICAL  CENTER 
EL  PASO ,  TEXAS  79920 

DETAIL  glEET 

Penicillin  Alone  vs  Ampicillin  and  Gentamicin  in  die  Treatment 
TITLE:  of  Group  B  Streptococcal  Sepsis 

WORK  UNIT  NO:  78/15 

PRINCIPAL  INVESTIGATOR:  Robert  Frederick,  PhD,  DAC 

ASSOCIATE  INVESTIGATORS: 


OBJECTIVES 


To  determine  the  in  vivo  and  in  vitro  killing  rates  of  these  antibiotics. 

TECHNICAL  ATPROAQ 1 

Scintillation  counting  will  he  used  for  in  vitro  studies.  Serial  blood 
cultures  will  be  used  for  i_n  vivo  studies  with  a  rabbit  model. 

CONSUMABLE  SUPPLIES 

$510 

PROGRESS 

The  clinical  isolates  used  in  these  experiments  have  been  shewn  to  be 
"tolerant"  to  penicillin  at  100  to  500  times  the  minimal  inhibitor*.' 
concentration  of  the  antibiotic.  Despite  the  loss  of  glycerol  con¬ 
taining  cell  constituents  after  treatment  with  the  antibiotic,  there 
appears  to  be  no  significant  morphological  changes  in  the  cell  wail  or 
capsular  material  of  surviving  cells  as  seen  in  electron  micrographs. 

The  original  principal  investigator  resigned  and  the  protocol  has  been 
continued  by  the  previous  associate  investigator. 


STATUS :  Ongoing 
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nrPAWMixr  or  clinical  investigation 
WILLIAM  BEAUMONT  ARMY  MEDICAL  CENTER 
EE  PASO,  TEXAS  79920 

DPT  All.  SHEET 


TTTlr.  Theoretical  and  Applied  Techniques  in  Gamma  Camera  llniforriitv 
- —  ‘  Oualitv  (Control 

WORK  UNIT  NO:  '’8/21 

PRTNCIPAh  TNM’ST!  GATOR:  1LT  W..T.  Klenke, 

ASSOCIATP  INATSTI GATORS :  ETC  K.F.  Kendall,  '1ST 


OBJECTIVES 


To  develop  the  theoretical,  mathematical  basis  for  defining  the  separa¬ 
tion  distance  between  a  gamma  camera  and  a  point  source  for  which 
exposure  variations  across  the  face  of  the  gamma  camera  are  reduced  to 
a  statistically  insignificant  level, 

TECHNICAL  APPROACH 


A  computer  program  will  be  used  to  calculate  the  exposure  rate  at  each 
location  on  a  grid  imposed  on  the  face  of  standard  and  large  crvstal 
gamma  cameras  for  varying  separation  distances  between  the  point  source 
and  the  camera.  The  effect  of  off-axis  alignment  of  the  source  will  also 
be  evaluated.  Experimental  confirmation  of  the  computer  results  will  be 
obtained,  using  transmission  densitometry'  to  measure  exposure  variations. 


PROGRESS 


Computer  calculations  indicated  that  separation  distances  between  gamma 
cameras  and  point  flood  sources  need  to  be  greater  than  those  in  general 
use  in  clinical  nuclear  medicine.  Results  are  to  he  presented  at  the 
Southwestern  Chapter,  Society  of  Nuclear  Medicine.  A  manuscript  has 
been  prepared  for  submission  to  the  ,T.  Nuclear  Medicine. 


ST  ATI  IS :  ( lomj  i 1  c  t  e  d 
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DEPARTMENT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  NEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 

The  Efficacy  of  Active  Immunization  to  Croup  B  Streptococcal 
TITLE:  (CBS)  Organisms  in  Preventing  CBS  Sepsis 

WORK  UNIT  NO:  78/22 

PRINCIPAL  INVESTIGATOR:  Robert  Frederick,  PhD,  DAC 
ASSOCIATE  INVESTIGATORS: 


OBJECTIVES 

To  determine  if  active  immunity  will  prevent  acquisition  of  disease  and/ 
or  prevent  and/or  blunt  the  clinical  parameters  of  sepsis. 

TECHNICAL  APPROACH 

A  rabbit  model  is  being  used  in  this  study.  Rabbits  are  immunized 
with  GBS  until  they  have  a  "+"  CIE  to  GBS  antigen.  Oice  a  "+"  titer 
is  demonstrated,  the  animals  are  injected  with  both  live  and  killed 
organisms.  CBCs,  blood  gases,  and  terrperatures  are  followed  closely. 

If  death  occurs,  histological  examination  of  tissue  is  being  performed. 

CONSUMABLE  SUPPLIES 

$614 


PROGRESS 

The  experimental  portion  of  this  protocol  has  been  completed  and  the 
data  analyzed.  A  manuscript  is  in  preparation.  The  original  principal 
investigator  resigned  from  the  Amy,  and  the  associate  investigator 
has  assumed  the  study. 


STATUS :  Ongoing 
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l"  l'AOT‘i:\T  or  III.  1 N I C-M-  l  NYESTI  GAT  H>N 
Oil.  LIAM  BEAUMONT  M  MIDI  CM.  CENTER 
1:.L  PASO,  TEXAS  ”99  20 


nn.Aii.  sheet 


Significance  Study  of  meta  and  para  metabolites  of 
Catecholamine  Com]X)in\ds  in  the  Rat 


WORK  UNIT  NO: 


”8/28 


PjUVCIPAr^TSTjjjjTnR:  ^  M.1;.  Sellers>  ^C 

.ASSOCIATE  INVESTIGATORS ; 


oiurn  i\t.s 


To  study  the  significance  of  meta  and  para  substituted  isomers  of 
catecholamine  metabolites  sudi  as  m-  and  p-tyramine  and  m-  and  p- 
phcnylacetic  acids  by  noting  changes  in  isomer  quantitation  after 
selective  inhibition  of  the  normal  metabolic  pathway. 

TECHNICAL  APPROACH 

Weanling  male  Sprague -Daw ley  rats  will  be  divided  into  test  and 
control  groups.  Test  animals  will  be  injected  with  various  regimens 
of  catecholamine  encvme  inhibitors  as  well  as  exogenous  L-DOPA. 
Catecholamines  and  their  acid  metabolites  will  be  determined  by  GC, 
CdlS,  TI.C,  etc.  As  many  meta-  and  para-isomers  will  be  identified, 
separated,  and  quantitated  as  is  possible  from  brain,  liver,  and 
urine  extracts.  The  data  will  be  compiled  to  ascertain  whether 
metabolic  inhibition  of  normal  pathways  changes  the  ratios  of  meta- 
and  para-  metabolites  and  to  try  to  investigate  the  significance  of 
these  dranges  if  they  occur. 


CONSUMABLE  SUPPLIES 


5620 


PROGRESS 


Tire  data  from  this  protocol  and  that  of  78/29  and  78/  50  were  presented 
at  tiie  /Annual  Clinical  Investigation  Conference,  San  /Antonio,  TX 
Sent  1980.  Tire  principle  investigator  has  been  reassigned  and  no 
further  work  is  anticipated  in  the  near  future  at  UP  AMO. 


STATUS :  Comp 1 eted 
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ni!'\im?:\'i  'M  a.is'iCAi.  i  wist  him  ion 
WILLIAM  REAUMAT  ARMV  MIDI CAL  (TNTLR 
IT.  PASO,  TEXAS  ”’99 20 

DLTAI !.  SI  OUT 


Ouantitative  and  Oualitative  Phenolic  Acid  (lianges  in  Rat  s 
IITIT:  Treated  with  Catecholamine  Pathway  Inh ih i tors 

WORK  UNIT  NO:  73/20 

mNCTPAl.  INVEST! CATOR:  MA.T  M.p.  Sellers,  MSC 
ASSOCI  ATT  I NVLSTI  GATORS : 


oiur.cn  vrs 

Acid  metabolites  of  I.-DOPA,  i.e.,  homovanillic  acid  (HVA) ,  dihvdro- 
xypheny lace tic  acid  (DOPAC) ,  Vani Imandel ic  acid  (VMM  ,  p- 
hydroxvphenvlacetic  acid,  n-hydroxyphenylacetic  acid,  and 
p-hvdroxvnandelic  acid  will  he  qualitatively  measured  in  urine  of 
rats  pretreated  with  monoamine  oxidase  inhibitors,  and  B -hydroxylase 
inhibitors,  then  treated  with  radioactive  (^V)  L-DOPA.  The  purpose 
of  this  study  is  to  determine  the  effect  of  catecholamine  pathway 
inhibitors  on  end  metabolism  acids. 

TTCHNrCAJ.  APPROAO ! 


Weanling  rats  will  be  divided  into  test  and  control  groups.  Test 
animals  will  be  subjected  to  various  regimens  of  catecholamine 
pathway  inhibitors  such  as  B-hydroxylase,  monoamineoxidase,  and 
decarboxylase  inhibitors.  Tndogenous  catecholamine  metabolite  acids 
will  he  measured  in  urine  and  compared  to  control  animals,  exogenous ly 
administered  radioactivelv  (IV)  labeled  I.-DOPA  will  be  given  to  both 
test  and  control  animals  and  again  acid  metabolites  will  be  measured  in 
rats  urine  and  compared  to  control  animals.  Urinary  catecholamine 
acids  will  be  measured  by  current  techniques  including  gas  chromatography, 
thin  layer  chromatography ,  etc.  Scintillation  counts  will  he  performed 
on  each  acid  fraction.  Determinations  and  conclusions  will  be  made 
from  comparing  endogenous  and  exogenously  labeled  metabolites  by  paying 
careful  attention  to  changes  in  specific  activity  and  quantitation 
changes  after  exogenous  I.-DOPA  injections.  Cate thol amines  may  also 
have  to  be  determined  in  order  to  study  feedback  inhibition  and  metabolic 
pathway  shunt  studies. 

CONSUMABLE  SUPPLIES 


$206 


PROGRESS 


The  data  from  this  nrotocl  was  presented  at  the  Annual  Clinical 
Investigation  Conference,  San  Antonio,  TX,  Sep  1980.  The  principal 
investigator  has  been  reassigned  and  no  further  u-ork  is  anticipated 
in  the  near  future  at  NRAMC. 

STATUS:  Completed 
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ITCIJ':  Minor  Amine  Metahol  i  tes  of  I. -POP A 

WORK  UNIT  NO:  7 8/ 30 

HUNCIPAh  MAT.ST I  GATOR:  MM  M.l  .  Sellers,  MIC 

ASSOCI ATT'  I  VATST!  GATORS  : 


OB.n.(Tl\I:.S 

Weanling  male  rats  will  he  injectecTwith  altered  b-POPA. 

Metabolism  will  he  studied  in  the  rat  model. 

TF.QMCAI.  APPROACH 

lortv  male  weanling  Sprague -Daw ley  rats  will  he  divided  into  four 
groups.  The  ten  animal  control  group  will  he  fed  normal  rat  THKIAD 
diet.  Thirty  animal  test  groups  will  have  methionine  supplement 
either  by  intubation  or  mixed  with  the  TF.KLAD  pellets.  The  animals 
will  be  tent  on  this  diet  for  ten  days.  Test  animals  will  be  further 
broken  down  into  three  groups  of  ten  animals.  Animals  will  be  sacri¬ 
ficed  at  intervals  starting  at  2-24  hours  after  L-DOPA  injection. 

Urine  will  he  collected  during  this  time.  Brain,  liver,  and  urine 
will  lie  extracted  for  N-  and  o-nethylated  amines.  They  will  be 
quantitatively  and  qualitatively  determined  by  GC,  G(M>,  TIP,  LC,  etc. 


PROGRESS 


Ihc  data  from  this  protocol  was  presented  at  the  Annual  Clinical  Investi¬ 
gation  Conference  ,  San  Antonio,  7X,  Sep  1980.  The  principal  investigator 
has  been  reassigned  and  no  further  work  is  anticipated  in  the  near 
future  at  W.AMC . 


STATUS:  Completed 
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TITLE: 


Role  of  Deoxyribonucleic  Acid  Attachment  to  Coll  *1rrhr:uv 
in  the  Regulation  of  Bacterial  Growth 


WORK  UNIT  NO: 


79/01 


PRINCIPAL  INVESTIGATOR:  Robert  Frederick,  PhD,  DAC 

ASSOC  I  ATT  INAT.STI  GATORS : 


OB.  IT.  (TUTS 

To  isolate  and  examine  specific  deoxyribonucleic  acid  (ENA  I 
sequences  associated  with  bacterial  cytoplasmic  ment' runes  . 

TTai.NTCAl.  APPROACH 

Our  initial  experiments  art'  designed  to  analyze  the  effect  of  different 
restriction  enzymes  on  isolated  nucleoids.  These  are  the  folded 
chromosome  of  the  bacteria  which  can  be  isolated  in  their  compact  'tate 
while  retaining  the  nerhranc  association.  The  procedure  can  be  done 
simply  with  reasonable  yields  under  salt  and  nil  conditions  which  will 
facilitate  endonuclease  treatments.  'Vice  isolated,  the  tritium 
labeled  nucleoids  (i.e.  the  entire  chromosome*-)  will  he  digested  with 
come rci ally  available  restriction  endonucleases.  These  enzymes 
cleave  the  DNA  molecules  at  specific  nucleotide  sequences  resulting  in 
specific  fragments  which  can  subsequently  be  separated  by  agarose  gel 
electrophoresis  and  resolved  on  x-ray  film  by  autoradioflunrography . 
'lembranc  associated  fragments  will  be  purified  by  fractionation  using 
the  magiesiun-sarbosyl  crystal  separation  technique.  The  fragment^ 
will  be  recovered  hv  standard  techniques  and  analyzed  by  agarose  gel 
electrophores is .  Once  the  specific  sequences  have  been  resolved,  we 
will  begin  to  identify  what  regions  of  the  chromosome  art'  involved 
and  under  what  conditions.  The  relationship  of  the  attachment  to 
bacterial  growth  may  then  be  examined  by  varying  the  growth  conditions 
of  the  organisms,  using  appropriate  mutant  strains  and  in  the  presence 
of  various  antibiotics. 


CONSUMABLE  SUPPLIES 
$615 

PROGRESS 


We  have  repeated  earlier  experiments  with  different  restriction  enzymes 
Him  f,  III  and  Sal  I.  The  results  from  the  Him  $  111  experiments  am 
consistent  with  those  initially  reported  for  the  Tco  RI  system.  Rv 
estimating  the  average  molecular  weight  of  the  meiThrane  .associated  I’M  A 
restriction  fragments,  we  have  calculated  approximately  25  dironosomal 
attachment  sites.  These  data  are  verv  much  in  agreement  with  the 
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•«.  . 


Work  Unit  Wo:  '’9/01 


published  values  of  18  to  30.  We  are  nw  perfecting  our  agarose 
gel  analysis  to  alias  a  better  estimation  of  the  molecular  weights 
of  the  larger  fragments  isolated  and  confirming  our  findings  of 
p  referent  ial  separation  of  uniuue  membrane  associated  TK  A  fragments. 


STATUS:  Ongoing 
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WILLIAM  BEAUMONT  ARMY  MEDICAL  CENTER 
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DETAIL  SHEET 

Synthesis  of  Inhibitors  of  the  Shikimate  Pathway  for  Investigation 
TITLE:  As  Potential  Antimicrobial  .Agents 

WORK  UNIT  NO:  79/07 

PRINCIPAL  INVESTIGATOR:  David  Rauls,  PhD,  DAC 
ASSOCI  ATE  I NVEST1  GATORS : 


OBJECTIVES 

The  6-alpha  and  6-beta  fluoro  analogs  of  shikimic  acid  will  be 
synthesized  as  potential  irreversible  inhibitors  of  the  pathway 
responsible  for  aromatic  acid  synthesis  in  microorganisms.  The 
compounds  will  then  he  evaluated  for  antibacterial  activity  using 
a  standard  antibacterial  screen. 

TECHNICAL  APPROACH 

Flie  desired  ('-fluoro  analogs  of  shikimic  acid  will  be  synthesized 
by  established  synthetic  techniques.  The  antimicrobial  activity 
will  be  determined  using  standard  assays.  The  anticipated  limiting 
factors  appear  to  be  related  to  the  potential  lability  of  the  products. 


PROGRESS 

After  synthesizing  the  protected  derivatives  of  shikimic  acid, 
further  reaction  with  n-hromosuccinimide  to  produce  the  6-brono 
compound  was  attempted.  Due  to  steric  hindrance,  the  lies  i red 
1  -rori nation  did  net  occur.  Gas  chromatography -mass  spectrometrv 
of  the  reaction  mixture  indicated  recovery  of  starting  material  and 
will  be  reouired  to  devise  another  svnthetic  approach  to  the  desired 


;>i  >'AKi Ml  NT  r.i-  CLINICAL  I WLSTI CATION 

i. iam  blmjmo't  armv  medical  clntlr 

p\_sot  TLXAS  79920 
PIT  AIL  SHOT 

Matcma  1  '<■  nr  ami  Urinary  Steroid  Concentrations  Duriny 
1 1 T I J • :  Contraction  St  res<  Test  in;.; 

WORK  UN  n  SC:  So -3 

PRINTTRAI.  UAl  ST 1 0 APT1 :  COL  I..i  .  Pennev ,  'll) 

ASSOC  I  ATI  !  NATS  T!  ( 1A1'(  W  : 


on.n  rmr.s 

In  T  iTiT<-  j  •  :u'  changes  occur  in  maternal  serin  steroid  concen  • 
t  r.i  t  ic'--  hirin'-  contraction  - 1  re-  testing,  and  if  so,  are  thev  of 
'■’'edict  ive  value  m  repard  to  fetal  out  cork' . 

T:  'T:!! ~M.  APPROAQl 

'A!  :  at  :.-i  :  a  i:  itted  for  contraction  stress  test  im:  v.  i  1 1  be  asked  to 
•  a:’  :v  irate.  '  f.-.o  >'our  urine  specimen  prior  to  bevinninr  ;uul  another 
, Patel;,  t'ror.  -tart  inn  tb.e  oxytocin  will  be  collected.  Three  to  five 
of  vrnou  1  loot1  .ill  be  drawn  from  the  am  opposite  the  IV  infusion  at 
,  i  V-1  tnd  12P  ninufes  of  t he  test.  The  blood  will  be  drawn  in 
them  1  cc  ali'-uet-  fror  the  same  venipuncture  at  five  minute  intervals 
u  ■  and.  /.id  .’.raw  in”  t  ine  ;uul  the  serin  combined  in  eciual  volume  to  cor, - 
'■  i-rvwr  van  a!  i  1  i  t  i<“.  n  .er;r-  e<triol  .  Speciners  will  be  .uial-.-ze. 

:  *  11  :--a‘e.:  us1  total  e  1 1  :•  1  ;uwl  an  aliuuot  frozen  for  po>-ihb- 

'•  "  ei  .ort  ..•••-'1  .  V  yropt.-: terone  and  other  steroids  which  are 

r  -  -  -  t  ■  a-  in  1  icat  i  r  •  <>;  (etal  wel  1  beinv.  \  1 1  spec  i  mens  fror 
‘  '  ,  s’  i :  v-  si,  or ,  u;  r-ti'i-iect,  false  negative  tests,  ..ill  be 

11  .  •  '  P  !’.-n  ■ :  r.mdor.i  .at  !  >r  assignment .  Twenty  negative  studies 

1  -  .  i  ,ri  an  unnarv  and  si-nr  levels  at  each  t  in**  perus 

1  :  >  *r  1  ir.d  *  id.  a  run  '>at  lent.-  .  Aw  -s  i  im  i  f  ioar.t  di  fferences  will 

-  :•  •  1  i  r:  in  itt.-r-  t  t  Je f ire  euuivoeal ,  false  positive  ; u ,  1 


DEPARTMENT  OF  CLINICAL  INVESTIGATION 
I'.’I  ELI. AM  BEAUMONT  .4RW  MFDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 

Comparison  of  Patient's  Satisfaction  with  Patient's  and 
TITLE:  Nurse's  Perception  of  Pain 

WORK  UNIT  NO:  80/14 

PRINCIPAL  INVESTIGATOR:  COL  L.L.  Penney,  MC 

AgSOCI ATE.  I NVESTI C ATORS :  Ann  Bechtel,  RN 


ob.jecitves 

To  gather  data  which  nay  he  helpful  to  increase  nurse's  effectiveness 
in  providing  pain  relief. 

TECHNICAL  APPROACH 

Data  will  he  collected  via  structured  interviews  in.  the  form,  of 
quest ionnai res  and  review  of  records  for  demographic  da  ,  which  will 
he  analyzed  through  the  use  of  statistical  methods.  The  sample  will  con¬ 
sist  of  approximately  25  patient -nurse  situations.  The  patient  experienc¬ 
ing  pair  and  the  nurse  responding  to  tins  patient  in  pain  will  he  considered 
a  patient -nurse  situation.  All  subjects  will  he  English-speaking,  military 
or  civilian,  males  or  females,  eighteen  years  of  ape  and  older.  The 
patient  subjects  will  he  those  persons  expressing  discomfort /pain  at  least 
12  hours  after  elective  surgical  procedures.  The  nurse  subjects  will  be 
those  registered  nurses  responding  and  attending  to  the  patient  subjects . 


PRQCRESS 

IVenty-five  natier.ts  and  thirteen  nurses  participated  in  this  study. 

Hu-  results  supported  the  protocol  hypothesis.  A  dissertation  for  the 
"a-.ter  of  Science  degree  in  Nursing  originated  from  this  project.  .Ann 
iechtel  Pieces s fu 1 ] v  defended  the  thesis  to  complete  her  degree  require¬ 
ment.-  . 
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or;  ah.  sm  n 

llolegrn''hic  Yiulvsis  of  Stress  Produced  in  a  Pier  Abutment 
fixed  Partial  iVnture 


!>;0RK  U\Tr  V':  i!,j 

PRIYCl :’\L  OAI’S  r;(;.vrOR:  !.!('  R.I.  Broun,  PC 

ASSOCI  ATI  L'ATISTICATORS:  MAT  T.S.  Strain,  MAT  R.R.  Larson 


OR.n:(TI\T.S 

To  demonstrate  the  distribution  of  stress  in  rip  id  and  non -rip  id 
pier  fixed  partial  <'entures  with  the  use  of  holonraphic  bi ref ri pence . 
to  demonstrate  tb.e  usefulness  of  the  hologram  cas  a  stress  measuring 
instrument  in  prosthetic  dentistry  and  to  unequivocally  prove  the 
need,  for  nonripid  connectors  in  pier  abutment  fixed  partial  dentures. 

TLC]  PIT  ('AL  APPROACH 


Out i ire  of  phases  of  investigation:  A  five-unit  pier  fixed  partial 
denture  will  he  fabricated  using  rigid  connectors.  A  holograph  will 
ho  made  of  the  fop  in  an  unstressed  mode.  The  l-"0!1  will  he  stressed 
with  forces  from  I-2I  lbs  in  increments  of  2  lbs.  The  [mint  stress 
will  be  ['laced  over  each  abutment  individually,  as  in  an  ideal  occlusion, 
with  the  points  in  central  fossas  and  with  a  bolus  of  food.  Holograms 
of  the  model  in  the  stressed  mode  will  be  superimposed  over  the  un¬ 
stressed  node  and  the  birefri ponce  will  be  recorded  on  film.  The  same 
procedure  will  v'o  carried  out  using  a  five-unit  pier  fixed  partial 
denture  fabricated  using  a  nonrigid  connector. 


PROCRllSS 


i'i  ffv n -nces  found  between  stressed  and  unstressed  nodes  were  incon¬ 
sistent.  The  results  were  not  conclusive.  So  further  work  is 
con  ter'  late(I. 
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WILLIAM  RF.AIMONT  ARMY  MF  1)1  CAL  CFNTFR 
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UFTAIL  SHHT 


TTTFF:  Antibiotic  Prophylaxis  in  Tntraoral  Orthognathic  Surgery 

WORK  UNIT  \Q:  79/09 

PRINCIPAL  INVFSTICATOR:  HAJ  J.F.  Ruggles ,  DC 
ASSOCIATF.  TNVP.STI  GATORS:  COL  J.R.  Mann,  DC 


OBJFCTIVES 

To  conduct  a  prospective  double-blind  comparison  of  two  prophylactic 
antibiotic  rep i mens  in  nntients  undergoing  intraoral  orthognathic 
surgery  of  the  raxilla  and/or  nandible. 

TFQ1N7CA1.  APPROACH 

Drugs  to  he  administered  in  the  study  arc  Procaine  Penicillin  G 
.and  Aqueous  penic.illin  C. 

a.  Aqueous  Penicillin  Cl  is  the  antibiotic  agent  of  choice  for 
nines f  all  infections  originating  in  the  oral  cavity,  and  consequently 
almost  all  infections  resulting  from  intraoral  orthognathic  surgery. 

b.  Some  controversy  exists  concerning  what  constitutes  an  appropria 
period  for  prophylaxis. 

(11  Peterson  and  Booth,  in  a  retrospective  study  of  patients 
undergoing  intraoral  orthognathic  surgery ,  reported  an  11.4®  incidence 
or  postoperative  infection  in  patients  who  received  prophylactic  anti¬ 
biotics,  and  an  11. 1°  incidence  of  postoperative  patients  who  received 
no  ,'intih  iot  ics  . 

(21  In  a  retrospective  study  hv  Yrastorza,  the  incidence  of 
postoperative  infection  in  natients  undergoing  intraoral  orthognathic 
surgery  was  smaller  in  patients  receiving  no  prophylactic  antibiotics 
then  for  patients  who  received  antibiotics  for  an  average  of  eight 
days  nos tope rat i velv . 

(31  Zallen  and  Black  presented  what  they  termed  current  thought 
regarding  the  lose  of  prophylactic  antibiotics  in  orthognathic  surge n'. 
They  recommended  the  use  of  antibiotics,  but  gave  no  recommendations 
concerning  duration  of  coverage,  and  presented  no  statistical  information 
te  support  their  views. 
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4  r.--  >:  x  i  :::e-  for  r’-'v'iv-iact  ic  antibiotic  cove  race 

:  r.  ;u;-'  r- ,  1  •  ;  vivr  v*  •.  use  of  antibiotic^  only  during  the 

in  rdiate  '*  '•  '*  i  ;  *  :  \  •  :  r’<  .  b'o.cvor,  no  «ta*i-tics  were  present  ed. 

(  3)  -u:  know  led; v ,  a  prospective,  doit' lc -blind  studv  comparing 

short  term  and  b  •r.tvr  ten":  >  ro>  •  .  lactic  ant  ib  lot  ic  coverage  for  intraoral 
orthognathic  -urgerv  has  not  beer,  reported. 

Patients  eliri'h'  Go  i  iv  i’i>  ion  in  the  ‘  tudy  mist  he  adults  eighteen  years 
of  age  and  older,  m r.  he  uf  either  sex,  and  may  he  civilian  or  military. 

Patients  will  he  excluded  from  the  study  if  they  give  a  histoiy  of 
allergic  reaction  to  penicillin  or  other  Beta  Lactam  antibiotic,  if 
they  have  a  compromised  immune  defense  system,  or  if  they  have  received 
antibiotic  therapy  within  the  previous  fourteen  days. 

Total  numbers  of  patients  will  he  forty,  divided  into  two  groups  of 
twenty  patients. 

An  t  i  h  i  ot  i  c  Re r  i  mens  : 

i  1 )  A1 1  ;  at  i  er.t  s  w  i  1  1  rece  ive 

hOO,OOP  units  Procaine  Penicillin  f  and.  400,000  units  .Aqueous 
Penicillin  G,  I.'h,  one  hour  prcoperal • rely . 

2,000,000  units  Aqueous  Penicillin  G,  I.V.  over  30  minutes 
every  three  hours  int raoperat i vely . 

2  ,000,000  units  Auueous  Penicillin  G,  I.V.  over  30  minutes 
three  hours  after  the  last  intraoperative  dose. 

i  2 )  Group  i  (  20  patients)  will  receive 

2,000,000  units  Aqueous  Penicillin  G,  I.V.  over  30  minutes 
every  four  hours  for  a  total  of  twelve  doses . 

(3)  Group  11  (20  patients)  will  receive 

V  placebo  I .V.  over  30  minutes,  every  four  hours  for  a  total 
of  twelve  doses. 

Method  of  Followup:  Followup  will  consist  of  routine  postoperative 
care,  to  include  observation  for  signs  of  postoperative  infection. 

'Die  diagnosis  of  postoperative  infection  will  be  made  if  three  of  the 
following,  criteria  are  met: 

(1)  I  deration  of  body  temperature  for  longer  than  72  hours  post- 
opera  t  ivelv. 

(2)  Increased  edema,  induration,  and  erythema  of  wound  margins 
and  surrounding  tissue. 


f3)  I>rainage  of  purulent  exudate  from  the  wound. 

f 4 j  Positive  serial  blood  cultures. 

Postoperative  infections,  once  diagnosed,  will  be  treated  with  local 
measures  and  the  appropriate  antibiotic(s)  based  upon  culture  and 
sens itivity  results. 

All  infections  will  be  cultured  utilizing  both  aerobic  and  anaerobic 
me  thods . 


PROGRESS 


Patient  entry-  is  conplete.  Data  analysis  is  in  progress. 


STATUS :  Chgoing 
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T  Sc run  Glucose  Level  In  Relation  to  Recover.'  Time  from  General 

— A-—-  Anesthesia  for  Outpatient  Oral  Surgery  Procedures. 

V.OPvK  UNIT  NO :  g(i 

MA.  !)>B.  Rovd>  !1C 

ASSOCIATE.  INVliSTICAiMRS:  mT  f-.n.  Jeffrcv>  ^ 

0R.H:(TI\TS 

To  conduct  a  studv  to  detemine  if  there  is  a  direct  relationship 
between  a  patient's  serum  glucose  level  and  the  length  of  time  required 
to  sufficient ly  recover  from  a  halothane  general  anesthetic. 

TEG  IN  I  CAE  APPROAG 1 


An  attempt  to  detect  a  relationship  between  serum  glucose  level  and 
recovery  tine  from  patients  undergoing  general  anesthesia  will  he 
studied.  Patients  eligible  for  inclusion  in  the  study  must  be  eighteen 
years  of  age  or  older,  may  he  of  either  sex,  nonpregnant,  and  nay  be 
dependents  of  military  personnel  or  active  duty  military  personnel. 
Patients  mist  require  minor  oral  surgery  procedures  which  can  he  accom¬ 
plished  in  fort\-  (40)  minutes  or  less  on  an  outpatient  basis.  All 
patients  will  be  NPO  at  least  eight  hours.  All  patients  will  receive 
general  anesthesia.  Blood  samples  for  serum  glucose  determination  will 
be  obtained  from  all  patients  at  1-5  minutes  preinduction;  1-5  minutes 
following  discontinuation  of  the  halothane;  1-5  minutes  following 
sufficient  recovers-.  Intravenous  fluid  will  he  1/2  NS  via  standard 
infusion  apparatus  in  one  half  tire  group,  and  1/2  NS/5ID  in  the 
remaining  one -half.  Determination  of  recover}-  tine  :  Time  shall  begin 
upon  discontinuation  of  tire  halothane;  time  shall  run  until  sufficient 
recover}-  has  taken  Mace  to  allow  release;  A  score  of  9  or  10  on  a 
modified  pos  tones  tires  i  a  recovers-  score  (PARS)  as  proposed  by  Arlow  shall 
be  sufficient  recovers-. 


PROGRESS 


Control  patients  and  half  of  the  studv  patients  have  been  entered.' 
U'e  expect  completion  of  the  clinical  portion  by  mid-February. 


STATUS:  Ongoing, 
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RF.PARTMF.NT  OF  CLINICAL  I NYFST I  CATION 
WILLIAM  BUM  MOLT  ARMY  MFDICAL  CFNTF.R 
FL  PASO,  TF.XAS  79920 

DF.TAII.  SHF.IT 

Fffcct  of  a  Broad  Spectrum  .Antibiotic  on  the  Course  of  Viral  UR  I 

TITLF: 

76/23 

WORK  UNIT  NO: 

PRINCIPAL  INATSTIHATOR:  LTC  R.F.  Morrison,  MD 

ASSOCTATF  I  NVF.STI  GATORS : 


OB.Ji:.CTTVT.S 

To  determine  in  a  controlled  double-blind  study  the  effect  of  an  antibiotic 
on  the  clinical  course  of  acute  viral  upper  respirator)'  tract  infections 
with  particular  attention  to  any  beneficial  or  deleterious  effects  of  the 
treatment  with  respect  to  secondary'  bacterial  complications. 

TECHNICAL  APPROACH 

Patients  admitted  to  tire  Acute  Respiratory  Distress  (ARD)  ward  without 
obvious  bacterial  infections  will  be  divided  into  two  random  groups . 

One  group  will  receive  tetracycline  HCL,  the  other  a  placebo.  The 
physician  taking  care  of  the  patients,  and  the  patients  themselves, 
would  not  know  whether  they  were  receiving  drug  or  placebo.  Tire  code  would 
be  held  by  the  Pharmacy  Service.  The  incidence  of  complications ,  in 
particular,  secondary'  bacterial  infections;  the  total  length  of  fever; 
the  general  well-being;  length  of  hospital  stay;  incidence  of  adverse 
drug  reaction;  and  the  total  cost  of  treatment  would  be  compared  between 
the  two  groups . 

PRpnRRSS 

Staffing  shortages  have  also  caused  suspension  of  this  study.  Another 
attempt  to  institute  it  with  the  next  URI  season  is  anticipated. 


STATUS:  Ongoing 
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DEPARTT-NT  OF  a. TNI  CAL  INVEST! CATION 
WILLIAM  BEAUMONT  ARMV  MF.DICAI.  CENTER 
FI.  PASO,  TFXAS  79920 

i  DETAIL  SHEET 

!  - 


TITLF: 


Pi  agnostic  Adrenal  Scam  me  with 


WORK  UNIT  NO:  "b/33 
PRINCIPAL  INVESTIGATOR: 
ASSOCIATF  I NVFSTI GATORS: 


LTC  T.  Brow,  MC 


OB.IECITVES 

The  purpose  of  this  study  is  to  determine  the  usefulness  of  131I- 
M’59  in  scanning  of  the  adrenal  glands.  It  will  be  employed  for 
the  following  purposes:  (a)  as  a  screening  test  for  detection  of 
primary  aldosterone  tumor,  Cushing's  disease,  adrenal  cortical 
adenoma,  or  pheochromocytoma,  (h)  imaging  of  adrenals  in  patients 
who  repuire  adrenal  venography  and  are  allergic  to  contrast  media, 
fc)  detection  of  unilateral  adrenocortical  hyixi function:  calcification, 
metastatic  carcinoma,  post -venography  infarction,  etc.  ,  (d)  detection 
of  functioning  adrenal  remnant  after  adrenalectomy  for  Cashing  s 
syndrome,  (ej  aid  in  assessment  of  adrenocortical  steroid  therapy. 

TECHNIC Ah  APPROACH 

Patients  with  clinical  evidence  of  adrenal  disease  will  be  studied 
upon  referral  from  the  Endocrine  Sendee.  Adrenal  imaging  will  he 
nerfomed  after  iniection  of  the  material  to  assess  the  presence  or 
absence  of  visualization  of  the  adrenal  glands,  their  size  and 
response  to  suppression  therapy. 


PRO CRESS 

NP59  appears  to  be  a  satisfactory  agent  for  adrenal  imaging.  No 
natients  were  entered  in  FY80 . 


STATUS:  Ongoing 
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Pi  I’.MTM!  \T  HI  1IMCA1  ! ‘AITTI riATTn\- 
h  IIJ.T  \M  ir.MPn.T  ARMY  'SiDICA!.  GXITR 
1  i > -V : ,  T!  XAS  ■'9920 

PiTAH.  Si!i;iT 

O.riparison  °f  f'o  1 1  u!  nr  'let  abnl  i  c  Indices  with  Thvroid  Ik-iVat  lo 
"‘ITU! :  nr.d  7-iernpv 

WORK  UNTi  A  :  . 

PRINCIPAL  INV:  STI  CAi’OR:  ;  "c  v.i  ,  Sellers,  'PC 
ASSOC  I  ATI :  INYl  :S  H  ( ■,  Al'ORp : 


"'(TiVKS 

To  clarify  the  relat  ini, shir  and  clinical  usefulness  of  svstolic  tine 
intervals  as  ,in  index  of  cardiac  output  and  m\rocardial  contract  i  1  i  tv , 

0:  consumption  at  rest  and  at  steady  state  exercise,  2,3- 
diphosphogl veerate  i 2 ,3-DPC) ,  measurements  in  hyperthyroid,  euthvroi d 
and  hypothyroid  patients  and  to  evaluate  the  possible  use  of  these 
parameters  in  monitoring  therapeutic  interventions. 

ThiUN'lCAI.  APPPAV11 

Trior  t>  initiation  of  therapy,  hypothyroid  and  hyperthyroi d  patient s 
will  he  .•crooned  for  factors  influencing  2,3-DiV  levels.  The  patients 
will  then  undergo  testing  of  hematocrit,  hemoglobin,  2,3-DPC,  p02 , 
pC02,  pH,  bicarbonate,  senna  (92,  02  consumption  at  rest  and  exercise 
steady  state,  and.  :u  >Lolic  t’ne  intervals  at  rest.  Ilvperthyroi  d  patient 
will  be  tested  prior  to  therarv,  after  one  week  of  propanolol  therapy 
and  at  tire  of  achieving  a  clinical  and  thyroid  function  euthyroid  state 
by  means  of  9  therapy  ar.d./or  prophvlthiouraci  1  or  nethanazole. 
Hypothyroid  patients  v.  i  I  1  he  tested  prior  to  therany  and  at  tine  of 
adiieving  a  clinical  and  tliyioid  function  euthyroid  state  by  means  of 
levothyroxine  therarv.  'uthyroid  goiter/nodule  patients  will  be  tested 
prior  to  therapy  ruid  at  a  the  inrout  ic  stench-  state  anpro.xiratelv  two 
months  after  initiation  of  suppression  thcrapv  with  levothvroxine . 

Factor  analysis  will  lie  applied  to  clinical  indices,  thvroid  function 
tests,  2,3-PPC,  sys  to]  i  ■  •  tint'  intervals  run!  resting  and  exercise  steadi- 
state  ('2  cons  unit  i  on  with  convl  at  innc  being,  made  to  thvroid  dvs  function 
state  ;uid  therapout :  c  measures  utilised. 

pRi  v:p,p,sy 


Hie  original  principal  investigator  has  resided,  run!  FTP  Sellers  of 
the  Dept  of  Cl  ini  cal  Investigation  is  managing  the  data.  'Hie  IX' I  is 
attempting  to  interest  newlv  ass  i;?ied  staff  in  completing,  this  protocol . 


DEPARTMENT  OK  CLINICAL  INVESTIGATION 
WILLIAM  BEAUMONT  .ARM!'  MIDI  CM.  a:.\TF.R 
LI.  PAC'0 ,  TEXAS  "9920 


PIT  AT  I.  SULLT 

Minoxidil  as  an  Anti- hype rtens ive  in  Patients  Refractorv  to 
T1TLL:  Avail ali le  Medications 

WORK  UNIT  NO:  78/13 

PRINCIPAL  INVESTI CATOR:  CPT  L.M.  Lehmer,  MD 


ASSOCI  ATE  I  NYESTI  CATOR^ : 


OBJECTIVES 

The  objective  of  this  protocol  is  to  test  the  hypothesis  that  Minoxidil 
is  an  effective  alternative  treatment  for  patients  whose  blood  pressure 
is  refractor)’  to  available  drugs  or  who  have  experienced  unacceptable 
side  effects  from  them  and  whose  situation  is  life-threatening.  Another 
purpose  is  to  document  clinical  experience  with  minoxidil  in  a  manner 
that  will  provide  a  basis  for  extrapolation  of  the  results  to  the 
specified  hypertensive  population. 

TECHNICAL  APPROACH 


Patients  with  severe  hypertension,  unresponsive  to  conventional  medica¬ 
tion  and  in  a  life  threatening  situation  will  be  placed  an  a  regimen 
of  Minoxidil.  The  ultimate  purpose  is  to  control  refractory  blood 
pressure  problems  such  as  sustained  severe,  accelerating,  or  malignant 
hypertension.  Very  thorough  recordkeeping  will  be  maintained  document¬ 
ing  unresponsiveness  to  conve-tional  treatment  and  responsiveness  to 
Minoxidil . 


PROGRESS 


Minoxidil  is  now  an  FDA  approved  medication.  A  final  annual  review  was 
conducted  bv  the  WBAMC  Institutional  Review  Committee  and  forwarded 
as  per  regulation,  to  OTSG  and  the  FDA.  Three  patients  were  treated. 


STATUS:  Terminated 


UTPARTMiNT  OF  CEINICAE  ! NYESIi CATU’iN 
KILI.T  AM  BEAUMONT  AR'tf  **  I) I  CAL  CENTER 
EL  PASO,  TEXAS  "'9920 

01  TAJ  I.  SI  IDT 


Separation  and  Identification  of  CPK  lsoen;\Ties  by 
TTTEE:  Radioimnunoassav  Technique 

WORK  UNIT  NO:  '’8/31 


PRINCT PAL  INAT.STI GATOR:  I.TCH.W.  Hemy ,  MO 
ASSOCIATE  I  N\TiSTI GATORS : 


OB.TECTIVF.S 

The  purpose  of  this  study  is  to  develop  a  routine  method  for 
measuring  CPK  isoenzyme  levels  with  emphasis  on  the  V!B  fraction 
using  RIA  techniques. 


TECHNICAL  APPROAqi 

Individual  isoenzvmes  of  CPK  obtained  from  commercial  sources  will 
he  injected  into  rabbits  to  elicit  specific  antibody  responses.  The 
analysis  for  CTK  would  be  performed  by  classical  PI  A  techniques.  CP* 
would  he  tagged  and  reacted  in  varying  concentrations  with  the 
individual  antibodies  produced  and  harvested  from  the  rabbits. 
Standard  concentration  curves  and  cross- reactivities  would  be 
established  to  determine  RIA  specificity.  Prom  the  standard  curves, 
unknown  CPK  concentrations  in  serum  will  be  determined.  It  would 
then  he  possible  to  correlate  values  for  the  KU1  fraction  in  the 
normal  and  infarcted  populations. 


0ONS1  IMABLL  SUPPLIES 


$240 


PROCRESS 


None 


STATUS:  Terminated 
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ni-PAHTMJ'.\T  Ol  i  !d\'G\J  1  \A1  <'!  !  GA1  1 'G 
GH.I.IA"  R1LMlMn\T  ARMY  ^  IUCA1  HM'I  P 
]'l.  PASi ' ,  T!  X\S  ""P 2i> 

niTM!  ^nm 

i echnet  i u" -0(V- Mv ri  dowl  i donee lut  .mate  1  !V  1,1 'r  •  t’< '  i  tor 
TUI.!  ;  diagnosis  of  Mepatohi 1 iaiv  ! 'is case 

,'ORK  UNIT  NidT'/OS 

PRINT!! PAT  rXAT.sTrr'ATOR:  IV'  US.'.  Henrv,  "C 
.ASSOC  I  AT!  I N\1 'ST  I  GATORS ; 


OB.  11  (TIM  S 

'I  o  evaluate  the  clinical  efficacy  of  TC-99m-PP  as  a  diagnostic 
henntoh i  1  i arv  .and  gallbladder  agent.  Tc-99m-PP  is  present ly 
being  evaluated  for  its  abiliK  to  provide  clinically  useful  infor¬ 
mation  regarding  biliary  tract  and  gallbladder  disease  processes. 

This  radionuclide  has  alreadv  been  s hcv.n  to  be  valuable  in  the 
assessment  of  hepatobiliary  function,  diagnosis  of  acute  cholecystitis , 
evaluation  of  gallbladder  dysfunction,  and  in  differentiation  of 
hepatocellular  disease  from  cxtrahepatic  obstructive  jaundice. 

This  additional  diagnostic  agent  could  provide  more  rapid  diagnoses 
in  diseases  of  the  biliary  tract  and  gallbladder  than  with  the  standard 
methods  present lv  available,  larlier  diagnoses  of  abnormalities 
could  decrease  patient  suffering  overall  and  particularly  in  the 
acutely  ill. 

Tc-99ri-PG  has  been  demonstrated  to  have  a  wide  margin  of  safety, 
thereby  avoiding  the  risk  of  reactions.  A  high  incidence  of  reactions, 
including  fatal  reactions,  is  known  to  occur  with  intravenous 
cholangioprarh ic  contrast  materials  utilized  in  conventional 
radiography.  The  actual  incidence  of  reactions  to  intravenously 
adr. ni stored  chol angiographic  contrast  media  overall  is  not 
accurately  established  since  no  consistent  efforts  have  been  made  to 
report  nonfatal  reactions.  The  incidence  of  fatal  reaction  following 
intravenous  cholangiography  is  approximately  0.0025?;  or  1:40,000. 
Because  of  the  rapid  blood  clearance  of  Tc-99m-P0  more  rapid 
diagnoses  nay  be  made  in  acute  cholecystitis  fi.o.,  within  one  hour), 
whereas,  conventional  radiographic  methods  may  require  several 
hours.  Quantitative  assessment  of  hepatobiliary  function  is 
possible  with  Tc  99ri-PG.  Tc-99m-PG  may  allow  improvised  visualization 
of  the  biliary  system,  even  when  the  serum  bilirubin  level  is 
nildlv  elevated. 
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IVilliar.  Hcaur.ont  \mt  a  1  V:u  ••  r,  oai.ir  ‘Wiicm*  r\  ;  ■ . 

I'.ach  patient  Kill  '•>e  •  tudied  :'oi  Pm  m.’.  a  1  >  iiour  period  of  i  is  ting  w!v: 
possible.  hoi  low  mg  i  r.t  rave:  u  adru  ni r  rat  ion  of  the  Tc  -  '.'hr.  I1' 
sequential  scint  i  phot  os  will  ftamr.i  at  a  minute  interval--  for  up  tv 
one  hour  following  inject  ion.  wimult  ;uieous  eomjiuter  acuui  s  •  *  i  •  >•  ti.i 

data  will  bo  obtained  for  further  anal ys  is  .  Nuclear  inap.es  ;  1 1  ■. 

made  and  stored  on  film  and/or  on  magnet  i c  tape  or  data  stora/.t  d.  i-s. 
Curve  plot  data  can  he  subsequent  lv  derived  from  this  information  when 
appropriate . 

In  selected  patients  who  have  eus reeled  chronic  pal  11- laddc  r  disea  >  , 
delayed  images  may  he  obtained  at  3-4  hours  post  -  inject  ion  .then  deemed 
necessary.  If  gallbladder  dysfunct  ion  is  suspected  in  patient'-  who 
have  citron ic  symptoms  hut  who  have  been  shevn  not  to  have  calculi  hv 
routine  oral  cholecys tography  evaluation  of  gallbladder  empt  sing  nay 
he  obtained  by  intravenous  injection  of  K i novae  fSincalide  for  inject ic: 
manufactured  bv  II. R.  Squibb  f,  Son,  Inc.  and  current  lv  used  is.  routine 
oral  cholecystography).  The  dose  recommended  bv  the  manufact utv r  is 
0.02  meg.  ner  kg.  This  methodologv  offers  the  advantage  of  a  standard¬ 
ized,  precise  and  reproducible  quantitative  assessment  of  gallbladder 
contract ibi  1  it>-  (better  than  oral  fatty  meals  etc.,  used,  in  conven¬ 
tional  radiograph ic  techniques  in  the  past)  .  dills  will  allow  computer 
analysis  and  printout  of  data  for  determination  of  a  washout  curve  as 
gallbladder  emptying  occurs.  Prescription  forms,  patient  charts,  and 
consultation  forms  will  be  used  to  record  pertinent  data. 


•v.  'W';t  "'-/n 


the  stud;'  to  have  nennincful  result?.  It  should  take  fron  nine 
;-iof;tn-  to  one  year  to  accurulate  the  patients  and  laboratory  dat. 
Gontrols  will  consist  of  people  with  acute  insufficiency  with 
definite  etiology. 

PROGRESS 

Ihe  original  principal  investigator  has  been  reassigned.  He 
studied  no  patients.  LTC  Mansfield  has  assumed  this  protocol. 


'wTAYPS:  Ongoing 


I>l PART'r.N'T  IM  (TJ.VICAL  INYT.STI RATION 
I l.l.TAM  BT.AUMONT  .Wft'  MEDICAL  CILVITR 
i:i.  PASO,  TfXAS  "9920 

PIT All.  SHP1T 

I'lcari!''.’  of  Bacteria  from.  Sputum.  of  I'at  wit!'.  O’. roaic 

TITLb:  'bronchitis  or  lYieunonia  l-'ol  lowing,  \ntihiotic  Therapy 

WORK  UNIT  ’ !  1  4 

PRINCIPAL  I.WTSTI CATOR:  CPI  II. M.  Richey, 

.\ssor :i  att  :  i  nat  st i  cators : 


oiuhtivts 

The  objective  of  this  study  is  to  de tontine  the  amount  :  t  :ne 
required  for  s  put  un  fror.  patients  with  ctironic  bror.ch  it •  and  or 
pneunon i a  to  h econo  clear  after  ant  ihiotic  therayv  :  i i •  i  *  ;  :t- 

TTOINHTM.  .APPRt  VU1 : 

fHo  into  of'  clear  in*:  of  bacteria  fror  urine  arc  hi  •  1  f.  1  j«n>  i:.r 
;uit  ihiotic  theranv  lias  been  described.  In  res  pi  rat  or  •  di  -.-as*- 
rate  of  clearing  of  clinical  syvi>'toms  ;uid  radiograph ic  ahnorrni :  ties 
is  Xpoi-.r..  ! lowevor,  the  rate  of  clearin':  of  bacteria  fror  sputur  in 
oat  Lents  with  infected  airways  or  pneunon i a  is  not  known.  The 
purpose  of  tills  studv  is  to  determine  that  rate  of  clearing.  Cornel 
t  ion  w  i  tit  clinical  status  ;md  response  to  theranv  will  be  analysed. 

hut  ients  a<lrti  tteJ  to  the  nodical  services  of  'Vi  Ilian  Beaumont  \rrv 
'tali cal  tenter  with  chronic  bronchitis  or  pneunon ia  will  have  a 
sputur  collected  for  gran  stain  and  culture  on  ailm.i  ss  ion .  After 
appropriate  antibiotics  have  been  begun,  subsequent  sputum  sarnies 
’-.ill  he  collected  for  gran  stain  at  h,  12,  24  and  48  hours  after 
admission  and  the  presence  or  absence  and  type  of  bacteria  present 
i  11  ho  not  ed . 

Patients  abutted  with  the  above  diagnoses  will  be  used  regardless 
of  ago  and  sex.  Thirty  to  fi fty  patients  will  be  used.  No  controls 
will  bo  included.  The  approximate  time  to  completion  will  be  about 
six  months. 

f’P'iCR!  SS 


Hie  principal  investigator  was  reassigned.  This  studs-  will  be 
initiated  by  the  now  principal  investigator,  (TT  Richer . 


AMS: 


(>rsoi  ng 


1 
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!'] PARI’MLNT  O]  CLINICAL  IWLSTI CATION 
WILLIAM  BI'AI MINT  ARMV  MIDI CAI.  CLNTLR 
LI.  PASH,  TLXAS  799 2(1 

DPT  AT  I.  Slim' 


TITL1.:  SKCXI  7410:  fhronic  Lymphocyte  Leukemia  Protocol 
WORK  1MT  NO:  79/15 

PRINCT PAJ .  T v AT.STI CATOR :  MAT  P.C.  Parley,  'ID 
ASSOC  I  ATI:  TNYFSTI  GATORS : 


ORJPCmT.S 

To  determine  the  response  rate,  both  complete  and  partial,  in  chronic 
lymphocytic  leukemia,  to  comb inat ion  chemotherapy  with:  (a)  Cyclo¬ 
phosphamide  ,  adriamycin  and  prednisone  (CAP)  as  primaiy  therapy  in 
patients  mho  have  had  no  prior  chemotherapy,  (b)  CAP  as  secondaiy 
therapy  for  those  patients  v.ho  have  previously  received  low  dose 
chlorambucil.  To  assess  the  effectiveness  of  intermittent  cyclo¬ 
phosphamide  and  prednisone  in  maintaining  a  remission. 

TF.QINTCAL  APPROACH 


The  details  are  lengthy  and  specified  in  the  original  SV.'OC,  protocol 
[duplicates  are  kept  on  file  in  the  Clinical  Investigations  Department, 
W?,AMC  and  are  avai lahlc  upon  request. 


PROCRJiSS 


Tins  studv  nh.ase  has  been  closed  hv  SWOG.  No  patients  were  entered 
at  NT>AMC. 


STATl  IS :  Te  mi  noted 
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DPPAPT'fFNT  R  (IINICM.  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  MEDICAL  (TITTER 
EE  PASO,  TEXAS  79  9  2D 

DPT  All.  SHEET 


TITLE  :SV>nn  7433:  St  ape  I  IT  Non -Hodgkins  Lymphoma 
IVOR! ;  LIMIT  Mfi;  79/16 

PRINCIPAL  IN\T.STTGATOR:MAJ  P.C.  Farley,  MP 
ASSOCI ATP  TN'TSTT GATORS : 


objectives 


To  compare  the  remission  rate,  remission  duration  and  survival  in 
patients  with  non -Hodgkin's  lyrnnhorria,  pathologic  stages  I,  IP,  Up 

treated  with  extended  field  radiotherapy  (supradiaphragmatic  mantle 
or  abdominal  field)  alone,  with  extended  field  radiotherapy  plus 
combination  chemotherapy. 


TECHNICAL  APP R0AG1 

The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department 
1VB.AMC,  and  arc  available  upon  request. 


PROGRESS 


No  patients  were  entered  in  FY80. 


STATUS :  Ongoing 


depaptmint  of  clinical  i n\t.sti cat t on 

KILL! AM  BEAUMONT  ARMY  v- 0)1  CM.  CENTER 
F.L  PASO,  TEXAS  79920 

DETAIL  SHEET 


TITLE:  SWOP  7436:  Combined  Modality  Therapy  of  Breast  Cancer 


WORK  UNIT  N'O:  79/17 


PRINCIPAL  INVEST  I  GATORMa-T  P.C.  Farley,  MD 
ASSOCI  ATE.  INV]  .STI CATORS : 


OB.JEOTVES 


To  compare  the  effect  of  two  adjuvant  chemotherapy  proprams  upon 
the  time  to  recurrence  and  upon  the  percentap.e  of  recurrence  in 
post -operative  breast  carcinoma  patients  who  have  a  hi$i  risk  of 
developing  netastases.  To  compare  the  effect  of  these  adjuvant  chemo¬ 
therapy  programs  upon  the  survival  pattern  of  such  patients. 

TECHNICAL  APPROACH 


The  details  are  lengthy  and  specified  in  the  original  SWOG 
nrotocol.  Duplicates  are  kept  on  file  in  the  Clinical  Investigation 
Department,  WBAMC,  and  are  available  upon  request. 

PROGRESS 


One  mat ient  was  entered  and  is  well.  This  study  phase  has  been 
closed  by  SWOCL 


STATIC: 


Cornnl etcd 


I  . 


DEPARTMENT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  MI  DI CAJ,  CENTER 
FI,  PASO t  T EXAS  79920 

UTAH.  SHF.IT 


TITLE  :SWOG  7440:  Adjuvant  Chemotherapy  for  Osteogenic  Carcinoma 
WORK  UNIT  NO:  79/18 

PRINCIPAL  INVESTIGATOR:  MAI  P.C.  Farley,  MD 


ASSOCIATE  INVESTIGATORS: 


pipe  chats 

To  determine  the  efficacy  of  combination  chemotherapy  with  CY-VA-D1C 
(cyclophosphamide,  vincristine,  adriamvcin  and  DIC)  in  preventing  the 
development  of  metastases  in  patients  with  osteogenic  sarcoma  who  have 
received  definitive  surgery  for  their  primary  lesions  and  who  ha,re  no 
evidence  of  residual  disease.  To  determine  the  survival  and  dis  ase- 
free  interval  nattem  of  patients  on  this  study  to  he  compared 
historic  controls  in  the  medical  literature. 

TECHNICAL  APPROACH 

Hie  details  are  lengthy  and  specified  in  the  original  SWOT-  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 

PROGRESS 

This  studv  phase  has  been  closed  hv  SWOG.  No  patients  were  entered 
at  WBAMC. 


STATUS:  Terminated 
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ra  !’\irrM:*,T  or  clinical  investigation 
••;T!.!.I,V1  BI'.Mmn  AP?ft*  'EDICAL  CENTER 
Li.  PAcr  ,  TEXAS  "9920 

DEEM!.  SHEET 


SV.'OG  7510:  Adjuvant  themo  1  munotherapy  for  Patients  with 
TITLE:  Locally  Advanced  Adenocarcinoma  of  the  Large  Rowel 

FORK  l  IN  El  NO:  79/19 

PRINCIPAL  INVESTIGATOR:  MAT  P.C.  Farley,  MD 


ASSOCI  ATI:.  INVESTI  CATORS : 


OBJECTIVES 


To  determine  the  efficacy  of  adjuvant  chemotherapy  with  the  highly 
effective  combination  of  Methyl  CCMJ  (MeDENlI)  and  5-Fluorouiacil 
(5-FU)  and  to  determine  whether  this  is  added  to  by  immunotherapy 
with  oral  Bacilus  Calmette-Guerin  (BCG)  on  the  disease-free  interval 
and  survival  of  patients  with  Duke  C  large  bowel  adenocarcinoma. 

TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SNOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


Three  --atierts  were  entered  and  one  expired.  This  study  phase  has 
been  closed  by  SWOG. 


18 


STATUS:  Completed 


f 


dlpartment  or  ci.i.m cm.  investigation 
WILLIAM  Br.MJMO'rr  -ARMY  MLDICAL  G'NITR 
r.L  PASO,  TLXAS  79920 

DLTAII.  SHLKI 

SLOG  7518:  Stage  1 1 1  \  and  B  Hodgkins  Disease  Remission  Induction 
,  hv  Radiation  Therapy  plus  Chemotherapy  ('origination  Versus  (]ieno- 
- therapy  .Alone  . 

WORK  UNIT  NO:  "9/-0 

PRINCIPAL  INVhSTlGATOR:  MM  P.C.  Parley,  MC 

ASSOCI ATP  INVEST!  GATORS : 


oB.rrcnvhS 

To  compare  the  effectiveness  0f  10  courses  oC  a  5-drug  combination 
chemotherapy  (including  nitrogen  mustard,  vincristine,  procarbazine, 
prednisone,  ar.d  bleomycin)  program  against  the  combined  3  courses  of 
chemotherapy  followed  hv  total  nodal  irradiation  therapy  program,  for 
complete  remission  induction  in  patients  with  Stage  III  asymptomatic 
or  svmptomatic-B  Hodgkin's  Disease. 

To  evalute  the  systematic  "restaging"  of  patients  in  apparent 
complete  remission. 

To  assess  the  length  of  unmaintained  remission  after  intensive 
induction  with  10  courses  of  chemotherapy  treatment  versus  the 
combination  chemo-radiation  therapy,  after  documentation  of  CR 
status  by  careful  "restaging." 

To  assess  the  toxicity  of  the  chemotherapy  alone  portion  of  the 
studv  versus  the  toxicity  of  the  combination  of  chemotherapy  and 
radiation  therapy. 

To  intercomnare  the  results  of  this  program  with  those  to  he  obtained 
by  the  ongoing  '*0PP  a 5  study  (Sl\,OC,-'T40b) . 

TL  MU  I  CAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  TV, 'Of,  protocol . 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WRAMC,  and  are  available  upon  request. 


PROGRESS 


One  patient  was  entered  and  is  well.  Ibis  studv  phase  has  been 
closed  by  SV/OC. 


STATI JS :  Comp  I  e  ted 


1 


i)FPAPTMF.\T  OF  CLINICAL  IXYFSTICATION 
WILLIAM  BIAllDM  ARMY  MLD1CAL  CFNTLR 
FL  PASO,  TF  XAS  79920 

dltajl  sniurr 


riTLl  AV.'OO  "521:  Adjuvant  Melanoma 
'YORK  IF.  f  1  NO:  7q/?7 

PRINCIPAL  r.WT.STir.ATOR:  v^7  p.r.  Farley,  MD 


ASSOC  I  Alii  INTTSTI  GATORS : 


oiufctives 

To  detemine  the  efficac>r  of  BCNU,  hydroxyurea,  and  imidazol 
carboxamide  (BHD)  in  preventing  the  recurrence  of  disease  and 
nrolonging  the  survival  of  patients  with  primary  malignant  melanoma 
who  have  received  definitive  surgical  treatment  for  their  primary 
lesions,  have  no  evidence  of  residual  disease  hut  in  whom  by  the 
clinical  and  pathological  characteristics  of  the  primary  lesion  can 
be  predicted  to  have  a  high  incidence  of  recurrence. 

To  detemine  the  efficacy  of  combination  chemotherapy  (BHD)  with  and 
without  BCC  in  nreventing  the  development  of  met :ls tascs  and  prolongin 
the  disease- free  interval  and  survival  of  patients  with  recurrent 
malignant  melanoma  which  has  been  surgically  excised  ("Minimal 
residual  disease) . 


To  determine  the  imnunocompetence  of  patients  with  malignant  melanoma 
and.  arv  correlation  with  Prognosis. 


b  determine  the  influence  of  chemotherapy  and  chemoi mmuno therapy 
upon  the  i munocompctonce  of  these  patients  witli  malignant  melanoma. 

TFCHNICAL  APPROACH 


The  details  are  lengthy  and  specified  in  the  original  SWOT,  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
LTLiMC,  and  are  available  irion  request. 

HWRLSS 


To  patients  were  entered  in  FT 80. 


(n > 


1  AM  N  ;  Ongoing 


DTPAKI’MTiNT  OF  CLINICAL  INVCSTIGATION 
WILLIAM  BF.AUMONT  ARMY  MFDICAL  CT-NTFR 
F.I.  PASO,  TF.XAS  79920 

DPT  AIL  SHF.FT 


Tim.:  SV.'PC  7613  Corrb ination  Chemotherapy  for  Advanced  Soft  Tissue  Sarcor. 
WORK  UNIT  NO:  79/22 

PRINCIPAL  INVhSTICATOR:  MM  P.C.  Farley,  MP 


ASSOCI ATF  I NTTSTI  GATORS : 


ob.tf.citves 


To  determine  the  maximal  effective  chemotherapy  induction  regimen  for 
patients  with  disseminated  soft  tissue  sarcomas  who  have  probabili ty 
of  response  ^$0%.  To  determine  if  cycling  the  use  of  adrianycin  and 
maintenance  with  CY-DIC-DACT  increases  the  duration  of  CR's  treated 
initially  with  A-PIC. 


TF.Q  INI  CAL  APPROAQ ! 


The  details  arc  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  Lent  on  file  in  the  Clinical  Investigation  Department., 
WHAMC,  and  arc  available  upon  request. 


PROGRPSS 


Ihis  studv  nh.ase  has  been  closed  bv  SWOG.  No  patients  wore  entered 
at  WRAMC. 


STATUS:  Terminated 


M 


HI  I’ARTMLNT  0}'  CL  IN  I  CM.  INVESTI  CATION 
'.VILLI .VI  REM  MONT  ARMV  * T.DT CM.  CENTER 
EL  PASO,  TEXAS  79920 


HIT. MI.  SHEET 


1  IT!.!' :  S'.s'QC.  '’C30  •.  (lienotherapy  of  Advanced  Prostatic  Cancer 
C JiK  1MT  NO :  " o / : 3 

PRINCI PM .  INVESTIGATOR:  HAT  P.C.  Parley,  'ip 


.ASSOCIATE  INVESTI CATORS : 


OBJECTIVES 


To  compare  the  rat"1  or  response  of  hydroxyurea  to  a  two-drug  combination 
of  adriamycin  and  cvclophosphamide  in  patients  with  advanced  carcinoma 
of  the  prostate  who  have  measureable  disease  (Stage  D-bone  metastases  or 
extrapelvic  disease) . 

To  compare  the  duration  of  survival  in  patients  with  no  measureable 
disease  treated  with  one  of  the  treatment  regimens. 

To  estimate  the  response  rate  to  each  crossover  regimen  in  patients 
that  have  been  treated  and  did  not  respond  to  one  of  the  regimens. 

TECHNICAL  APPROAQl 

The  details  are  lengthy  and  specified  in  the  original  SWOC  protocol. 
Duplicates  are  kent  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 


PROCRESS 

Ihis  studv  phase  has  been  closed  bv  SIVOC.  'io  patients  were  entered  at 
VR.AMC. 


NT  ATI  IS  :  Te  m  i  nat  e  d 


t 


ni  P-Wr.NT  OF  CLINICAL  INVESTIGATION 
'.VILLI .V*  BEAUMONT  ARMY  MEDICAL  OTTER 
LL  PASO,  TEXAS  79920 

DETAIL  SHEET 


TITLI-. :SW0C  7632:  Combined  Modality  for  Recurrent  Breast  Cancer 
WORK  UNIT  NO:  79/24 

PRINCIPAL  INVESTIGATOR:  MAI  P.C.  Farley,  MD 
ASSOCIATE  INVESTIGATORS : 


OB.JE  CT  IVES 


Establish  the  survival  of  breast  cancer  patients  when  treating  the 
first  recurrence  with  a  coordinated  hormonal  chemotherapeutic  approach. 

Determine  the  efficacy'  of  a  response  to  the  antiestrogen  Tamoxifen 
in  predicting  response  to  ablative  surgery'. 

Correlate  hormonal  manipulations  with  estrogen  and  progesterone 
receptors  where  possible. 


TECHNICAL  APPROAG I 


The  details  are  lengthy  and  specified  in  the  original  SWOT,  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WRAMC,  and  are  available  upon  request. 


PROGRESS 


No  patients  were  entered  in  FY80. 


STATUS:  Ongoing 


1 


])!  t’\!m|.'T  (T  Cl.INlGAL  T '.AT.S  !T  G  ATI '  fi 
MI. 1.1  AM  RMAUMONT  AR* 1Y  MIDI  CM.  CCNTFR 
111.  PASO,  n  XV'  -9920 


HITAli.  SI  l  FIT 


■  i  1 1. 1  SCOT  '’635:  Comb ined  Modal  ity  for  United  Squaiaous  Care i noma  nf  !  ic . . 
WORK  UNIT  NO:79/:5 

PRINGT  PAL  iNATSTI  GATQRp\  j  p.f.  Far  lev,  MO 


Assoa  Air  i \mtstt  gators  .- 


OR.JF  cr  I  W.S 


To  detemine  whether  chemotherapy  with  adrianvein  and/or  innunotherany 
with,  levamisole,  improve  median  survival  of  split-course  radiotherapy 
used  alone  in  the  treatment  of  patients  with  limited  extent ,  squamous 
h ronci- ogeni c  carcinoma. 

To  detemine  the  qualitative  and  quantitative  toxicity  of  each 
treatment  regimen. 


TF.O  1NIQM.  APPROACH 

flic  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
IfR.AMC,  and  are  available  upon  request. 


FRPGRF.SS 


Two  patients  were  entered  and  both  expired.  This  study  phase  has 
been,  closed  by  SWOG . 


STATUS. :  Compl  eted 


d4 


* 


)*;■» |  i  v  !  ;  1 1 i  t, 

■  ■  \><  ;  :  •  '>f."  \R‘*'!  *1  !■!  V  ■'!  ‘.T!  > 

•  ;•  •  •  "i  i  y  -•,>< 2' 


.  1  "  '  •  '  '  ’  ’  r ■  . i T  •  •  .  •  "1  ir.ul  ;■  r 

y.  •  :  i  ■  .  •  .it  .  ‘  '  dal  .a: 

■.  l ■(•  i r, 1 

!'I‘!  '.I  "  V  '  '  V:  ■  :  V  I  “V  1  .■  .  1  arl 

v-»  k  :  a:  •  :  *a  ;  -  :  i  ■  v:  v:  ■ 


the  nup'ose  of  tl'.i"  tu-.K  i*-  t  o  .  <'nrare  the  e  1  f-  vt  i  vene--  :  ;»t  ' 

therapv  •'  1  us  !U?,T,  radiation  thenrv  ;•  la-  :r.  !i  ,  ;uul  rail i at  ioi.  ti  ■  :  r 
■  ]  us  ''rocarban  me  for  remi s--  e-v:  induction,  dura?  ior.  >  f  rvit.i  ;(«!.,  a- . . ; 
survival  in  patients  with  ml  rid  ant  rl  iorias  of  the  hrai  n. 

H  iliNldV  MTRQAdS 

die  details  are  lenrthv  and  spec  i  t'l  ed  in  the  original  ;  n  ti\«  1  . 

!>upl  i  cates  are  kept  on  file  in  the  « '1  ini  cal  Investigation  Derailment  , 
and  are  available  :nn:i  request. 

PROePJ'.SS 

he  oat  lents  '.sere  entered  in  IV  80. 


,1 

I 


!AT1  IS  : 


On  po i np 


Mi  PAR'!'' f] ’.NT  HI  .  |  :  •  I . '  !W1  STKi-VI !'  >\ 

■  1 1 1  ;  \w  iM.MPt'v:  \P‘ ty  'rnicM  h'.ti  p 
u  ]'  v-r  n  xat  -,v,y  20 

!>!  :  *•! shi  n 

■■  r  4 5 :  :  3ici  K'irT’unot!.cra;v  for  “*ult  i  pie  *Vrlora  Y**<T  ♦ 

V(T.’  !\M'  v-  M!  for  Induct  ior.  Ihci  ape :  V'HT  vs  \”M( I!'  - 
’<  vani  I e  for  Mai  ntenancd 


■  ’p ;  ‘  ,f  1 1  :\i.  i  Mi  S']  H'ATPK:  'l\I  t'.d.  far  lev  t  MC 
V  ' 1 '! ' 1  V'i  ; 'MISTI f'ATOItS: 


oi;..n:iTi\r.s 


To  conparc  the  effectiveness  of  three  intermittent  pulse  chemotherapy 

combi  na»  ions  YM(T  +  YflAP  vs  YM17'  ♦  VRAP  v<  'IT  for  induction  of 

r*.  m  as  ions  in  previously  :  or  t  rented  patients  with  multiple  my  co Iona. 

' • :  1 1 s  will  also  he  compared  with  other  coni' i nation  chemotherapy 
*  rear  rvv.ts  in  previous  SWAP  studies  ,  especially  YMCP  treatment  in 
«’  “4 i 8  and  "revious  studies,  of  'n’  combinations. 

;  at  tents  proven  to  tiave  at  least  a  "51  tenor  repression  after 
■  ndurt  ,  to  compare  the  value  of  11  months  of  chem i mnunotherapy 
-t  •‘nance  V*Vf'  *  1  .".ami -ol •'  in  comparison  to  YM(T  alone. 

tal  lisii  ;  asel  i  no  and  serial  data  on  immunologic  status  in  those 
at  .’rout' -  . 


r:  O’N'li'.M  \!TRO\gi 

ih"  ii-ta.i  is  are  lenpthy  and  spec!  fieil  in  the  original  sv.tk;  protocol. 
Duel  it  ates  are  1  opt  on  file  in  the  dlimcal  Investigation  He  part  rent , 
'  •h  \Mr ,  and  are  available  upon  reuuest. 


IdhPRlSS 


tie  :  at  ir-nt  was  entered  and  oxpi  red. 


( innp !  e  ted 


06 


-IT AH  'S : 


i >!  a  ir.:  :,\i.  iftimj  d:vi  ;•». 

'■  ] ;  :.r  v,!  w.Mmvj  w y  1  t.Di  c  .\j  cindf 
!•:  ’'v  ,  n  xa  ' 

n;:;  ,\ii  sum 

: 'i ’  13:  < hemothorapv  in  'ion  iiod'.'k  ins  i  vnj-hora  ■  2 :■  !  vv 

.......  .  lliSt1  +  1  ov.-imi so. le  vs  O’.i ’■!’  +  i.evami sole  +  i‘i"r  Dm  i^r;  -  jnn 

induct  ion  T! ;  crane 

'.\OKK  LA!  I  No:  "a/’g 

QflNCI  p  VI.  iv\T  STii i  Vl'i  >R:  AV  P.C.  far lev,  '<!> 

A'SOC!  YD  !‘T!V'H  r,  \y  ••]>>  : 


OB.T]  ;TF\TS 

io  compare  the  effectiveness ,  in  terns  of  rate  of  response  two  da-rr 
irrunoth crapy  regimens  (CIKT  +  hevamisole  vs  (linn  ].evnr.i sole  Bin  - • 
ap,ainst  OIOP  for  remission  induction  in  previous  untreated,  vat  i r-r.t s 
with  non  -Hod, akin's  lymphoma 

for  patients  proven  to  he  in  conplete  remission  after  induct  io;.,  t r 
conpnre  the  duration  of  documented  eon'll  etc  response  oht  air.o.l 
con t i nued  maintenance  innunothcrarv  with  I.evami  sole  vs  no  nainter.anc- 
therapy . 

for  oat  i  ents  with  impaired  cardiac  funet  ion  (not  eligible  for  t  reatm 
c  iff.  Adrianycinl  ,  with  rcycos  i s  fungoides,  or  with  onlv  a  •■art  ial  re- • 
to  11  courses  of  treatment  with  CHnp-l.evanusol  e-B(T« ,  to  estimate  the 
complete  response  obtained  by  continued  chenoi munothera-".'  w i  th 
l.evani  sole . 

To  estimate  the  (?.'$  relapse  rate  in  patients  with  diffuse  lymph or us 
when  DNS  prophylaxis  with  intrathecal  cytosine  a  rah  i  noside  is  used. 

To  continue  to  'evaluate  the  i,  tract  of  systematic  restaging  of 

"at  ients  judged  to  'no  in  complete  remission  and  the  value'  of 

exncrt  hematopnthology  rvv’ow  of  diagnostic  material  from  all  cases  . 

:o  establish  baseline  ami  serial  uat.a  on  imunolocie  statute  in  both 
chenoinnunothcrapv  groups  . 

!T0  INDIA!  APPRO \0! 

The  details  an'  lery'hv  and  '■■"ecified  in  the  original  AvY  ;  rntrxol  . 
IXP'1  i cates  are  fort  on  file  in  the  '-’linic.al  Investivat  ion  Impart  men  t 
''T.V’f.  and  are  avai  lab  ie  loon  remiest. 


''!?  'i  '.i.'.i  AS 

No  oat  ients  core  entered  in  JY8n. 

'  TAl'nc:  fX’.noin'-- 
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nn»AHTM):.*ri'  or  cj.jni«\m.  inytstigatk*; 

L'll.UAM  HI .AIM'NT  \R1<Y  ‘tl  DK'M.  (TNTLR 
IT  PASO,  TI.XAS  79920 

PI  TAM  SI  HIT 


SPC'G  ""•]  :  Diagnostic  Studies  for  Patients  with  Adenocarci noma 
ITTI.i  :  of  Unknown  < 'ri  gi n 

'  •’ "W.  UNIT  NO:  "9  / 29 

PRINCIPAL  TNATSTT CAT PR: MA'  P.C.  Parley,  'IP 
ASS0C1 AT!'  I.'ATSTI GATORS : 


OP.,ni(TI\T.S 

To  ile  to  mi  no  the  yield  of  various  diagnostic  procedures  in  finding  the 
site  of  tuner  origin  in  patients  who  present  with  net astatic  adenocar¬ 
cinoma  with  no  obvious  primary  source. 

.  compare  the  efficiency  of  combination  chemotherapy  using  ITuoroura- 
cii,  Adrianycin  and  Cy toxin  vs.  Fluorouracil  alone  the  palliative 
mnapenent  of  patients  with  metastatic  adenocarcinoma  of  unknown  origin. 

To  assess  the  hematologic  toxici ty  of  the  chemotherapy  regimen  on 
treated  patients. 


TL'CIINICAI.  APPROACH 


ire  details  are  lengthy  and  specified  in  the  original  SWT.  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department , 
:T\MC,  and  are  available  upon  reoucst. 


PROGRLSS 

Tl :  i studv  nhase  has  neon  closed  hv  S'.vOG.  No  patients  were  entered 
at  ITBA'IC. 


('8 


TAM  IN : 


i'etT'i  nated 


ITPAKTMLNT  0}'  CLINICAL  INVLSTICAT10N 
WILLIAM  BEAUMONT  .W  MFDICAL  CLNTLR 
EL  PASO,  TEXAS  "70920 

HIT  All  SITE! 

SWOT  "725:  Continuous  5 -Drug  Induction  with  Intcmittcnt 
j.jTij-.  O’lT  vs  CMP!-'  +  levamisole  for  Maintenance  in  Patients  with 
- —  ’  Lstrop.cn  Receptor  Negative  Breast  Cancer 

WORK  UN  1 T  NO:  "’9/30 

PR1NC!  PAL  I  NAT.  ST  I CATPR :  MAT  TEC.  Parley,  MC 
ASSOCTATL  I  MEET  I  GATORS ; 


OB.JLCnYLS 

To  determine  the  respective  effects  of  Levanisolc  on  the  duration  of 
response  and  survival  of  natients  with  advanced  breast  cancer  - 
currently  treated  with  maintenance  chemotherapy  after  a  successful 
remission  induction  trial  continuous  Cooper  regimen . 

To  accumulate  data  on  immunologic  variables  under  the  conditions 
of  chemotherapy  alone  and  combined  chemotherapy  and  immunotherapy 
with  Levamisole  of  advanced  breast  cancer. 

TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SWOT 
protocol.  Duplicates  are  kept  on  file  in  the  Clinical  Investigation 
Department,  WB.AMC ,  and  are  available  upon  request. 

PROGRESS 

Hi  is  study  phase  has  been  closed  by  Sl'.’OG.  No  patients  were 
entered  at  WBA.MC. 
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PL.P'.PTM'NT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BLAUMONT  ARMV  MIDI CAL  (ILNTLR 
LI.  PASO,  TEXAS  70920 

niTAIl.  SHF.LT 

SWOO  7727/28:  Skin  Test  Procedures  for  SWOT,  '727/7728 

TULL: 

WORK  UNIT  NO:  79/31 

PRINCIPAL  INVESTI  GATORftlAI  P.C.  Farley,  MO 
ASSOCT ATF  INVEST! GATORS : 


OB.PTTIVES 


To  determine  remission  induction  rates,  remission  duration,  survival 
and  toxicity  in  patients  with  disseminated  malignant  melanoma  treated 
v.ith  Bryn T ,  hydroxvurea  and  mr(BIID),  plus  Levamisole,  and  intermittent 
single  high  dose  ITTIC  plus  Actinoimxin  P  in  a  prospective,  randomized 
clinical  study. 


TRUNKAL  APPROACH 


Hie  details  art'  lengthy  and  specified  in  the  original  SWOG  protocol. 
Umlicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC.  and  are  available  upon  request. 


PROGRESS 


!wo  patients  were  skin  tested.  This  study  has  been  closed  by  SWOG. 


‘  I  ATI!'-:  Coni' le ted 


o 


DF  PARROT  OF  CLINT  CAL  I NVFST I GAT  I ON 
'.VILLI. AM  BF.AIIMONT  ARMV  MF.DICAL  (T.NTF.R 
F.L  PASO,  TFXAS  79920 

OF. I' All.  SIIFFT 

SWOP  7738:  Combination  Chemotherapy  of  Pancreatic  Adenocarcinoma 
TITLF '  with  Mitomycin  C,  5-F1',  and  Streptozotocin,  Phase  TTI 

WORK  UNIT  NO:  79/32 

PRINCIP.A1.  INVT.STI  GATOR;  FTC  P.C.  Farley,  MD 
ASSOCI  ATI:  I  WOT  I  GATORS : 


OB.JFCTI\T.S 


To  detemine  the  response  of  pancreatic  adenocarcinoma  to  either 
5-fluorouracil  and  mitomycin  C.  with  or  without  streptozotocin . ' 


TFQINICAL  APPROAQI 

The  details  are  lengthy  and  specified  in  the  original  SWOT,  protocol 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WRAMC,  and  are  available  upon  recmest. 


PROGRFSS 


TIi is  stud>’  was  dropped  by  the  Southwest  Oncology  Group .  No 
oatients  were  entered  from  this  institution. 


STATUS :  Te rminatod 


DHPARTMiNT  OF  CLINICAL  INVESTIGATION 
V,' 1 1,1.1  AM  RI  AGHAT  .AIM’  MEDICAL  CENTER 
n.  P -VSO ,  TEXAS  79920 

detail  sheet 


SKOG  7802:  Adjuvant  Therapy  of  Soft  Tissue  Sarcoma  with 
TTT1.1  : Radiat ion  Therapy  and  Chemotherapy 

CORK  UNIT  NO: 70/55 

PRI NC I PAI .  I XVI  :STT CATQR :  MAJ  P.C.  Farley,  MD 

ASSOCI ATF  INVEST! GATORS ; 


OBJECTIVES 


To  determine  whether  combination  chemotherapy  with  A-DIC  can  improve 
the  results  in  terms  of  disease- free  survival  produced  by  adjuvant 
radiotherapy  in  patients  with  soft  tissue  sarcomas  Statue  I  IB  and  III 
at  high  risk  for  recurrent  disease. 

To  determine  any  difference  in  toxicity’  between  patients  receiving 
hoost  radiation  therapy  to  the  scar  with  Cohalt  60  or  electron  beam.. 

To  determine  any  difference  in  lcoal  recurrence  rate  or  disease-free 
survival  between  patients  with  adequate  surgery  and  those  without 
adequate  surgery. 


TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SIVOG  protocol. 
Duplicates  are  kept,  on  file  in  the  Clinical  Investigation  Department, 
WB.AMC,  and  arc  available  upon  request. 


PROGRESS 


'Hi  is  stud}’  has  been  closed  by  SVv'OC.  No  patients  were  entered  at  WB.AMC. 


1 


f)i:P\RTW7NT  OF  CUM  CAP  MATS'!  I  GAT  KG 
KILL  I  .AM  BPAim>T  APMV  MFMGAl.  Q.NTPR 
FI.  PASO,  TFXAS  79920 

m  tati.  sht.it 

SV.'or  7804:  Adiuvant  Chemotherapy  with  5-PU,  Adrenanycin  and 
Metonvcir  0  (PAM)  vs  Surge tv  Alone  for  Patients  with  Locally 
■  Advanced  Gastric  Adenocarcinoma  Phase  111 

1VORK  (MIT  NO: 79 / 34 

PRI  NCI  PAL  TIM  .STI  GATOR :  MAT  P.C.  Parley,  MI) 

ASS  or  T  AT  P  T  XAT.STI  GATORS : 


OB.  TP (TIMS 

To  determine  the  efficacy  of  adjuvant  chemotherapy  with  5-1  lucrcuraci  1  , 
Adriamycin  and  Mitonycin-C  (PAM)  on  the  disease-free  interval  and 
survival  of  patients  with  TGI  s tape -groups  IB,  IP,  IT  and  TII  gastric 
adenocarcinoma  compared  to  potentially  curative  surgery  alone. 


TP  HINT  GAL  APPROACH 


Ihe  details  are  lengthy  and  specified  in  the  original  SPOT,  protocol. 
Duplicates  are  Kent  on  file  ;n  the  Clinical  Investigation  Department , 
AIVW: ,  and  are  available  upon  request. 


PR00RP.SS 


No  patients  were  entered  in  FT 80 


STATUS:  Ongoing 


I 


np'Mm!;\T  np  n.riic.M.  i myfsti r,.\Tiny 
-VTi.i.i  vf  Hi.M'nv:  Mm  'oi  cm.  qathr 

!:.I .  PASO,  TIMAS  79920 
DIT.MI.  SHI'J'T 


T]_TU_77,vor.  ”811:  brain  Met  as  tases  Phase  Ill 
WORK  UNIT  N'(i:  ~9/a5 

PRINCIPAL  I  Nil  :S  T I  (AT  n  R1A I  P.C.  Farley,  MD 


ASSOCI ATF  INYI'STl O.ATORS : 


objuctives 


To  determine  the  effectiveness  of  coirbined  radiation  therapy  and 
metronidazole  (Flagyl)  in  the  treatment  of  patients  with  brain 
netastases  from  primary  malignancies  outside  the  central  nervous 
system,  compared  with  radiation  therapy  alone,  as  determined  by 
objective  response  (brain  and/or  CAT  scan)  and/or  increase  in 
functional  neurologic  level  and  duration  of  response. 

To  determine  the  toxicity  of  multiple  dose  administration  of 
metronidazole  and  radiation  therapy . 


TT.C1IM  CM .  .APPROACH 

The  details  arc  lengthy  and  specified  in  the  original  SWOT  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
'.T-AMC,  and  are  available  upon  request . 


PRnr.Rr.ss 


\'o  patients  were  entered  in  IA'80. 


"4 


'TATI  IS  : 


Ongoing 


. . 

% 


DHIIRPIAT  i '!  (  !  I  \'I  <  A!  I  NVl^TI  SATP'N 

will  i v-i  BrAipivr;  api<y  *ih)icm.  nxrr r 

!'!.  Ply.',  !T\  AS  "9921' 

]  >i  ■;  \i  i .  sum 


riTl.i  :  ‘H'.’nr  ~823  -'24/25/20 :  RO\p-  \!*\\P  in  Acute  leukemia,  Phase  Ill 
WORK  (MT  NO;  "9  '?>(' 


PRIXCI'AM.  I \A1  S’!  1  CATORklM  ’\C.  Parley  ,  “IP 
\SS0C1  All  !U\Y.ST  I  GATORS: 


oB.iraivr.s 


To  con'' a  re  the  efficacy  of  the  4 -drug  combinat  ion  chemotherapy  refiner., 
ROAD  fRub idazone ,  vincristine,  arahinosyl  cytosine ,  and  prednisone!  to 
AJTW  (the  sane  combination  using  Adrianycin  in  place  of  Rnbidarone)  in 
adult  acute  leukemia,  as  determined  by  remission  rate,  remission  duratioi 
and  survival. 

To  dote  mine  the  comparative  toxicitv  of  these  regimens. 

To  determine  whether  late  intensification  therapy  at  9  months  after 
complete  remission  will  improve  longterm,  disease-free  survival. 

To  determine  whether  immunotherapy  using  levamisolc  for  b  months 
after  12  months  of  complete  remission  on  chemotherapy  improves 
di sease- free  survival. 

To  determine  reproducibility  of  the  FAB/histologic  classification  and 
correlation  to  response  to  therapy  in  200  consecutive  cases  of  acute 
leukemia . 

To  study  the  effects  of  inteasive  supportive  care  in  the  management 
of  acute  leuk end  a . 


ThdiNT  CAT  APPROACH 

Tiie  details  are  lengthy  and  specified  in  the  original  SWOP  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
hUAMC.  and  are  available  upon  request. 


PROGRESS 

Two  patients  have  been  entered.  One  is  current ly  undergoing  study 
and  the  other  expired. 


"5 


STATUS:  (Vi  going 


PIT 'Aim f -NT  OF  CLINICAL  1  NAT.ST  I  CAT  T  V\ 
•■■'I I.L I AM  BLMPnNT  ARMV  MEDICAL  CENTER 
H.  PASO,  TEXAS  79920 


DFTAl  I.  SHEET 


SV.'OO,  ~S28:  Combined  Modality  Therapy  for  Intensive  Small-Cell 
IITI.r : Carcinoma  of  the  Lung.  Phase  III 

V.ORK  lt;ir  NO:  79/37 

PRINCIPAL  TNYF.STIGATOR:  MAT  P.C.  Farley,  MC 

ASSOOI  ATI :  I  NY! :STI  GATORS : 


OBJECTIVES 

To  improve  the  complete  response  rate  and  long-terr'.  disease-free 
survival  of  patients  with  extensive  small-cell  carcinoma  of  the 
liaig . 

1  o  ilc  fire,  qua! it ate  and  ouantifv  the  toxicity  of  each  regimen  employed. 

To  compare  the  efficacy  of  two  non-cross  resistant  regimens  (cell- 
crcle  specific  vs.  cell -cvcle-nonspecific)  during  induction. 

To  determine  whether  administration  of  a  second,  non -cross -resistant 
reg i men  in  consolidation  can  convert  stable  disease  or  partial 
response  to  a  better  quality  of  response. 

To  determine  the  effect  of  intentional,  earl}’  alternation  of  non- 
cross  -  resistant  regimens  on  the  complete  response  rate. 

To  determine  whether  "reinduction"  at  24  and  52  weeks  has  a 
favor, ah  A  effect  on  response  duration  and  survival . 

To  dote  mine  whether  administration  of  intrathecal  methotrexate 
at  "re induct  ion"  can  affect  the  incidence  of  non-brain  CNS  relapse. 


TT  HINT  CAL  APPROAQ I 

1'he  details  are  lengthy  and  specified  in  the  original  Sl'.’OC  protocol. 
Duplicates  are  kent  on  file  in  the  Clinical  Investigation  Department, 
'T?AMC,  and  arc  available  upon  request. 


PROGRESS 

Two  patients  have  been  entered.  i>ie  is  stable  with  evidence  of  disease 
and  tie  other  expired.  This  stud)-  has  been  closed  by  SNOG. 

STATIN :  Completed 
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DEPARTMENT  OF  CLINICAL  INVESTIGATION 
KILL  LAM  BFAIIMONT  ARMY  MEDICAL  CENTER 
EL  P.ASO,  TEXAS  79920 

DETAIL  SHEET 


SWOC  7835:  High  Dose  Vincristine,  Prednisone,  Hydroxyurea  + 
TTTIE :  Cytosine  Arabinoside  (HOAP)  i,i  the  Blastic  Phase  of  Chronic 

Granulocvtic  Leukemia,  Phase  III 

kork  it: it  NO:  79/38 

PRINCIPAL  INVESTIGATOR:  P>c>  Farlev,  Mp 

ASSOCI  ATE  T NVESTT  GATORS : 


OB.IE.CTI\T.S 

To  evaluate  the  effectiveness  as  determined  by  remission  rate,  of 
the  combination  of  high-dose  vincristine,  prednisone,  hydroxyurea , 
and  cytosine  arabinoside  (HOAP)  for  remission  induction  in  patients 
with  the  blastic  phase  of  chronic  granulocytic  leukemia.  High-dose 
vincristine  is  used  here  to  indicate  the  administration  of  a  dose  of 
2  mg/M^  without  limiting  the  total  dose  to  2  mg. 

To  compare  the  effectiveness  of  this  regimen  in  myeloid  versus 
lymphoid  Elastic  transformation,  and  in  patients  with  poor  prognostic 
characteristics,  namely  hvperdiploidy  and  lack  of  terminal 
deoxynucleotidyl  transferase  (TdT) . 

To  evaluate  the  value  as  determined  by  median  duration  of  remission 
and  survival,  of  an  intrusive  intermittent  regimen  of  cytosine 
abrabinoside,  prednisone,  and  vincristine  in  the  maintenance  of 
remission. 


TECHNICAL  APPROACH 

Hie  details  are  lengthy  and  specified  in  the  original  SKOG  protocol. 
IXipl i cates  are  kept  on  file  in  the  C '  : cal  Investigation  Department, 
KBAMC,  and  are  available  ujxm  reu’W'S- 

P.s  RHSS 


No  patients  were  entered.  This  study  has  been  closed  by  SKOG. 


STATES:  Terminated 


PI ■  PARTMHNT  nr  CLINICAL  INVESTIGATION 
WTI.I. TAM  RFAIIMONT  ARMV  MF.DICAL  CFNTF.P 
HI.  PASO,  THXAS  79920 


DFTAII.  SHUT 

SWOC  7903/7961:  Study  lor  Prior  'DPP  Failures  Without  Prior 
•/-ILL-  An  th racy cl  i ire 

’FORK  I  IN  [T  NO:  "9/39 

PRTNCI  P,M.  I  Ml  ~STT  r  ATOR : MA  I  Fat  lev,  ‘fl) 

ASSOC  LATH  IIATSTI GATORS : 


op.iF.cn  vls 

To  evaluate  tire  effectiveness,  as  determined  by  response  rate,  of  the 
(HOP  combination  of  chemotherapy  for  remission  induction  in  patients 
’.it':  advance.1  : Cfagcs  III  or  IV)  Hodgkin's  disease  who  have  not  had 
prior  chemotherapy  and  in  those  with  prior  MOPP  (no  anthracvclines")  . 

fo  assess  the  length  of  unnaintained  remissions  after  intensive 
induction  with,  ten  courses  of  treatment  with  CHOP  and  after  document  a - 
t:or.  of  CR  by  rest  aging. 

i'o  evaluate  t!ie  degree  of  none  ros  s  -  res  i  stance  of  CHOP  in  MV!'  failures 
in  t('rms  of  remission  induction,  duration  of  remission  and  survival. 

io  cornea  re  the  tnxicities  and  side  effects  of  the  (HOP  regimen  to  those 
of  'npp. 


1 Fd'MCAl .  APPR\A(1  i 

Ihr  details  ar*'  lengthy  ;uid  sreci  fied  in  the  original  SWF  protocol  . 
’'unli  cates  are  kept  on  file  in  the  Clinical  Investigation  1 'opart per. t  , 
WRAMC,  ;ind  are  available  upon  request. 


PPiXiRFSS 


No  patients  were  entered.  Hi  is  study  has  been  closed  by  SWOC. 


STATUS :  Terri  nated 


"3 


niTAra'MT.NT  nr  CLINICAL  INVESTIGATION 
'VIM. TAM  RFAUMONT  AR^ff  MF.DICA1.  GENTFR 
1.1,  PASO,  TEXAS  79920 


PIT  AIL  SUITE 

SV.'OG  "814:  A  Comparison  of  ‘lethothexate  and  ('is  -Platinum 
TTT,  ...for  Patients  with  Advanced  Squamous  Cell  Carcinoma  of  the 
— — —  'Head  and  Neck 

WORK  UNIT  NO:  "9/40 

PP INCI PAI.  I '  TEST! GATOR:  MAT  P.C.  Farley,  MP 
ASSOC  I  ATI :  I'A  7'STJ  CATORS  : 


OB.  TE  CITIES 


The  objectives  of  this  study  are  to  determine  whether  cis -plat inun 
will  give  a  superior  response  rate  and/or  a  longer  remission  durati 
than  methotrexate  in  patients  with  squamous  cell  carcinoma  of  the 
head  and  neck  region. 


TL.QINTCAI  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SWOT  protocol 
IXmlicat.es  are  kept  on  file  in  the  Clinical  Investigation  !X?partmen 
WBAMC,  rmd  are  available  upon  request. 

PROGRESS 


One  patient  was  entered  and  has  expired.  This  study  has  been 
closed  bv  SWOT. 


!>!.'\\kTM!;\T  'M  i  I.INI'  AI.  !  W1  ST!<;\T>n\ 
V,!U.!AM  IMiAUMCNT  .Wh'  "1  IM  CM.  (TA’ITR 
H  !'.\S0,  "  •  v  v.-  -.>-o  20 

PTTAT!.  SlH  lT 


AvY-  i’is- di  :uar;i  nedichloropl  at  iniD’-  in  Refract orv 

1  ; sseri  nat  nd  Mal  i  "mint  'V- 1  anoma 


Pf>|  \V!  p'.j.  !  \ay:;.T! 1 '  vfPR: 


V-:--,  ;  My  -""’c.X ;'ORf  : 


W  !'.r.  l-arlcy,  Ml' 


CW.T!  CTTXT.S 


A.'  lie  t> 'mi  nr  the  efficacy  of  hi  oh  intermittent  doses  of  cis- 
■  1 i arm n.oC.i eh  1  ororl  at  i nun  O  H  i'\yc -  1198VS  ,  CACTI  in  patients 
w  ,ith  intv.i  ma  1  i plant  me] anona  refractory  to  higher  priority 

:  ■  rot  I 'CO1,  s  f  S  I  . 

!  o  tie  to  rrh  p.o  tin’  nature  and  extent  of  toxicity  of  this  agent  with 
tiie  use  of  TV  hydration  only  or  TV  hydration  and  mannitol 

di urns  is . 

TRiricAi.  AQQRAoni 

The  details  are  i  >  : .  '  t 1  ix  am!  <"oci  fied  in  the  original  SWOT. 

;  r'toeo;.  Th  n  •  ■  i  e ut  a-  are  Kent  on  file  in  the  Clinical  Investigation 
'Vnart’-yrt  ,  la- VC,  ;u-:,i  are  avai  la1,  le  U|X>n  request. 

•  at  •  r.t  ie  --e’er'  A  "e  .  tad;.  Ca-  Been  closed  bv  SWOT. 
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DEPARTMENT  OP  CLINICAL  LNYLSTICATloy 
'All. LIAM  BEMW.T  .W  MEDICAL  G'.NTIM 
EL  PASn ,  TEXAS  7992P 


DETAIL  SID  IT 


A  Comparison  of  Development  of  Scnsitivitv  to  Penicillin 
I  ITU-.:  in  Normal  find  Atonic  Individuals 

TORE  UN' IT  NO:  80/i 

PRINCIPAL  INA ESTIMATOR:  pi'C  I..L.  Mansfield,  'ID 

ASSOCI A1 1  INVES1 1  DAT  ORS :  pr.  Harold  S.  Nelson,  Fitzsimons  AMC 


OB.JECTIVES 


To  determine  if  people  with  allergic  disease  manufacture  more  LgE 
antibody  after  receiving  penicillin.  It  would  be  hoped  to 
evaluate  this  in  the  relation  to  normal  individuals. 

TECHNICAL  APPROACH 


Patients  receiving  penicillin  for  therapeutic  reasons  were  tested 
before  and  after  administration  of  oral  penicillin. 


PROGRESS 


Data  is  being  evaluated  for  formal  presentation  and  manuscript. 


STATUS:  Ongoing 


HI 


M  I’.MTM  NT  Of  n.IMCAI.  lMTSTIdYnny 

\rmy  Nf-nir.M.  irnT!' 

II  pym,  n  X  V  ■  7992n 

nr.  I  A. !.  SHUT 

!’re- Induct  inn  Screen  in;.1  for  Reversible  Pron  dins  past  i  c 

;  'i  -  ease 


’P!XC!!’AI.  r;\ !  STICATMI:  dy!  !!.M.  Richey  III,  'IS  DO 


!P1  STTtlWORS : 


on.iiTTIVKS 

To  determine  i  f  ore  induction  history,  physical  examination  and 
puT'vsnrv  funct  ion  test  in;?  can  be  used  to  identify  and  screen 
indiictoes  ’•  i tli  reversible  airway  disease.  To  identify5  those 
■  v:  duals  i  it:;  borderline  pulmonary  function,  and  prospectively 
cm  late  their  pulmonary  ('unction  with  symptoms  encountered 
duri  '-mic  train  ini’.  In  those  patients  with  borderline  pulmonary 
fun'tlo;,  to  attempt  to  correlate  the  level  of  hypoxemia  during 
exercise,  as  determined  by  an  ear  oximeter,  with  the  individuals 
evil  itc  to  •vrfom  during  PCI’. 

TR1  APPROAG  1 

apnroo’*in*e  medical  explanation  each  BCT  recruit  will  fill  out 
",i.  tbvnaire  n  yarding  his  family  history ,  personal  uistory,  ;uid 
•■•a-'t  •  ed:.f  i  story  regarding  pulmonary  diseases.  hTrile  being  held 
t  n  ’ :  •  •  -t  i  or  station,  Ft  Bliss  each  recruit  will  undergo  pulmonary 

-'J> ••  tudies  to  include  FVC,  FTBj  ,  FFPq/FVr,  lT!:25-75  and  Id  1 1  - 5 _ g 5 . 
W  -  e  1  iv.i  i  vi  ilua !  ■  with  subtle  sr  irometric  air  noimal  i  ties  fi.e.  reduced 
!  1  tormina1  flows)  or  witli  a  positive  past  medical  history  or 
hn  !y  1 . :  tor.-  .or  astJma,  hay  fever,  frequent  "URI  ’s”  or  dyspnea  on 
rt :  r>”  ’..ill  l'c  rested  for  static  lung  volumes,  and  will  be  given 
*!:<  ’.••TA'V  exercise  asthma  protocol  ,  with  brondrodil ators  .  Those 
■.ho  have  turd  apposed  FIT  abnormalities  or  abnormal  histories  suggestive 
f  pul  puna  re  disease  will  be  -tudied  with  exercising  testing:  patients 
wil!  l'e  ex  -reised  on  a  bicycle  ergometer  for  Stage  I  and  Stage  11 
t  4  is.:'.  iles t !  nr.  heart  rate,  minute  ventilation,  and  oxygen  satura- 
5  : 5  "  as  ,.ie  to iri  ned  by  an  ear  oximeter  wil  l  be  determined,  lixercise 
svi'  ids  will  b<>  increased  by  25  watt  seconds  eadi  minute.  During 
>!  e  last  la  seconds  of  cadi  one  minute  period,  the  heart  rate, 

•mute  vent  i  Intern  will  be  determined.  Kxpircd  gas  analysis  will  also 
erfomed.  The  test  will  be  continued  until  a  heart  rate  of  801 
'C  riit  :i:;c  adjusted  maximum  heart  rate  is  attained  or  until  the  patient 
fati'iie-.  During  exercise,  each  patient  will  he  monitored  electro 
a  idi  ogrn:  h  i  on  1 1  v  .  Ml  basic  trainees  who  develop  pulmonary  symptoms 
lari t.g  training  will  be  referred  to  one  of  the  investigators  for 
•  valuation  and  t  rvatnent  .  liter  basic  training.,  all  individuals 
included  jj.  tie  stud-.'  will  again  be  questioned  regarding  their  pul 
,  vr  a  rv  tv  it  r.jas  .  ,\n>-  indi  vidtials  with  new  symptoms  will  he  re 
■  a  lu.it  'ii.  Pet  re>'.peet  i  ve  anal  vs  is  of  pre  induct  ion  pulmonary  functions 
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and  preinduction  symptoms  will  be  carried  out  to  determine  if 

any  single  factor  accurately  predicts  pulmonary  symptoms  during  ba^ 

training. 

PROGRESS 

None 


Status:  Terminated 


:>s  ;■  ■!  'i 

im.i  v  :<i .*•( art*  (;r. m.K 

!.!.  p/yyr  ,  Ti  XAS  ”9920 

DITAll.  SHUT 


:  rn.i: :  !  valuation  of  Hiyrnid  Hormones  in  Alcoholic  hepatitis 

i!';n  \'(':8i'/8 

!’P1  .VC?  n,\j.  r AI  STK'ATOR:  MAI  M.  Anees  ,  MD 
.ASS OCT  AH  -  T  W1  ST  T  CATORs : 


PB.TTfTTM'S 

i’he  objective  of  this  study  is  to  delineate  the  physiology  of 
tliyroid  hormone  under  the  stress  of  alcoholic  hepatitis.  The 
intent  is  to  determine  if  a  defect  in  thyroid  hormone  metabolism 
i'-ts  and  if  so  determine  if  the  defect  is  a  lack  of  deiodination 
of  thmxine  '  M 4 1  or  as  a  reversal  of  iodination. 

TfO INI  CAL  .APPROACH 

Twer,  tv  patients  classified  as  acute  alcoholic  liver  hepatitis 
’..ill  ire  entered  into  the  studv.  Blood  (10  ml)  will  be  drawn  on 
tire  day  of  admission  for  T4,  T3,  and  rT3  studies.  These  studies 
will  he  repented  two  more  tint's  at  weekly  intervals  during  the 
course  of  tire  hospital  stay.  Control  studies  will  be  performed  on 
routine  thyroid  function  study  patients  considered  to  he  normal. 
Statistical  comparison  of  normal  versus  test  patient  thyroid 
studies  will  ho  made  and  evaluated. 

PROGRPSS 

This  is  a  newly  activated  protocol.  No  results  are  available. 


ViATiT.  Ongoing 
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DFPARTMFNT  OF  CLINICAL  1  NAT'S!  I  ('ATI  ON' 
WILLIAM  BFAUMONT  ARMY  MFUICAI.  CFNTFR 
F.I.  PASO,  TFXAS  79920 

DITAIL  SIDTT 


The  Hematologic  fj  Metabolic  Status  of  Sickle  (ell  Trait 
TULL:  Individuals  Following  Vigorous  F.xercise 

WORK  UNIT  NO:  80/10 

PRINCIPAL  rATSTIOATOR:  PTC  P.C.  Farley,  "C 


AGSOCTATL  INATSTI  GATORS : 


OR.TFCTIVF.S 

The  degree  of  sickling,  hemolysis,  pH  change,  myolysis,  and 
hematuria  will  be  assessed  in  sickle  cell  trait  individuals 
as  compared  to  normal  controls  while  undergoing  vigorous  exercise. 

TF.QINICAL  APPROACH 

Approximately  50-70  heterozygous  sickle  hemoglobin  patients  and 
a  like  number  of  controls  will  he  observed.  The  appropriate  blood 
and  urine  studies  will  be  performed  on  these  individuals  at  their 
place  of  training  while  engaged  in  the  physical  activity. 

Individuals  may  he  asked  to  participate  more  than  once  in  the  study 
if  they  demonstrate  any  departures  from  normal.  The  phases  of 
investigation  will  he  (a)  screen  incoming  black  recndt  population 
for  sickle  cell  trait  and  other  heterozygous  sickle  cell  states. 

(b)  Oi  volunteer  controls  and  subject  indivi duals  obtain  baseline 
filC,  serum  chemistry,  hemoglobin  electrophoresis  .and  urinalysis 
during  in- processing,  (c)  Identify'  subgroups  of  study  subjects 
according  to  the  level  of  hemoglobin  S  and  degree  of  hyposthenuria ; 
load  of  physical  conditioning  and  both'  habitus,  (d)  Contrast  the 
subgroups  of  study  participants  with  each  other  and  with  a  control 
group  while  they  undergo  the  PT  test  of  their  training  program 
with  the  following,  parameters:  Changes  in  CBC,  electrolytes,  muscle 
enzymes,  serum  free  hemoglobin,  and  %  of  sickling  of  red  blood  cells, 
urinary'  sediment  content  and  assay  of  urine  myoglob;n  and  hemoglobin 
fe)  Records  to  be  kept  -  consent  form  of  participants .  Routine 
NR  A*  fC  data  flow  sheets  will  he  used  to  record  results,  (f)  During 
inprocessing  of  recruits  we  hope  to  ask  their  cooperation  in  joining 
the  study  and  will  present  them  with  a  consent  form  describing  the 
need  to  obtaip  blood  and  urine  samples.  Individuals  who  are  asked 
to  participate  on  more  than  one  training  occasion  will  be  required 
to  sign  a  consent  for  each  occasion,  (g)  A11  of  the  above  is  to  he 

coordinated  with  the  training  command. 

PROGRESS 

One  screening  session  was  performed  in  May  1980.  A  full  scale 
study  will  hopefully  tic  started  soon. 

STATUS-:  (Vi going 
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nn'ARlM.NT  01-  a.INICAI.  INSIST  I  HAT  I  ON' 
!VIi.l.l  \M  BI_\HMO\T  ,\PMY  MLDICAL  ClATPP 
Id.  >\\S0,  TT.XAS  79920 

PIT  ATI.  ST  HIT 


Prospective  Study  of  Mannitol  in  the  Prevention  of  Radiograph ;  c 
!TrI.f : Contrast  Induced  Acute  Renal  Failure 

hTlPK  G.'IT  \0;  SO/] } 

PRINCIPAL  rA/TSTlCAT^R:  MAJ  C.V.’.  OLD,  MD 
.ASS PC T ATP  INATSTI  CAT1  MIS : 


OB.nXTIULS 

T!u  object ive  of  this  study  is  to  perform  a  prospective,  randomized 
and  doub le -blind  study  of  the  possible  protective  effects  of  mannitol 
in  preventing  acute  renal  failure  induced  bv  radio  contrast  media. 


TFilLMCAL  APPROACH 

Api  roxinatelv  20  subjects  in  each  of  two  groups  for  each  procedural 
category  will  be  studied.  The  firs+  procedure  will  he  intravenous 
pylecgraphy,  but  such  procedures  as  coronary  angiography  abdominal  and 
cranial  angiography  may  also  be  studied.  Patients  will  be  ages  18  and 
above,  active  duty,  dependents,  and  retired.  The  patients  will  he 
random! zed  blindly  and  either  receive  500  cc  of  dextrose  5%  water  or 
500  cc  of  dextrose  5%  water  plus  5$  mannitol  within  one  hour  of  the 
radiographic  procedure.  Additional  volume  supplementation  will  he  at 
the  discretion  of  the  attending  physician.  The  amount  and  type  of 
contrast  material  used,  and  the  type  of  procedure,  as  well  as  additional 
data,  will  be  recorded. 

Patient  selection  will  he  based  u]»n  any  patient  with  a  serum  creatinine 
of  1.7  to  4.0  mcq/1..  Both  inpatients  and  outpatients  will  he  selected 
for  this  investigation.  Patients  will  have  an  initial  MAS  drawn  prior 
to  radiocontrast  procedure  and  submit  routine  urinalysis  and  spot  urine 
for  sodium  and  creatinine.  The  above  studies  will  then  be  repeated  24 
hours  after  the  procedure,  and  72  hours  after  the  procedure.  If  a  rise 
in  the  serum  creatinine  is  noted  ‘hen  that  particular  patient  will  he 
followed  on  an  individual  basis.  The  group  will  he  analyzed  for 
differences  bv  Student's  t-test. 


rwau-ss 

Approximately  lb  patients  have  been  entered.  The  study  will  end  with 
20  patients.  The  clinical  observations  which  led  to  this  protocol 
have  been  published  (Lancet  19:885,  1980). 


Mgoi ng 


nn'ARPSNT  nr  clinical  investigation 
KILLLAM  BFAUl'ONT  ARMY  MFDICAL  CENTER 
F.L  PASO,  Tr.XAS  79920 

DETAIL  SI  DTE 


An  I nvesti Ration  into  the  F.ffccts  of  Cromolyn  Sodium  on 
TITLE :Nonspeci  fic  Bronchial  Hvneractivity 

WORK  UNIT  NO:  80/16 


PRINCIPAL  INVESTIGATOR:  I.TC  L.F.  Mansfield,  NT!) 


ASSOC I ATP  INVESTIGATORS: 


0B.T1-.CTI\T£ 

To  evaluate  whether  cromolyn  sodium  administrat ion  will  cause  a 
decrease  in  non-specific  airway  hvperreactivi  tv .  To  determine  if 
this  diminution  will  be  associated  with  a  favorable  clinical  response. 


TF.CHNI  CAL  APPROACH 

Asthmatic  patients  will  use  cromolyn  by  inhalation  in  a  double-blind 
cross-over  trial.  Rronchial  hyper- reactivity  will  be  monitored  by 
monthly  histamine  challenges.  Twenty  nonpregnant  adult  asthmatic 
patients  not  requiring  corticosteroid  therapy  will  be  selected.  They 
will  be  advised  of  the  pumose  of  the  study  and  how  it  will  be  carried 
out.  Any  subject  writh  a  history  suggesting  a  risk  of  renal  or  hepatic 
dysfunction  will  be  excluded.  This  study  will  begin  in  October  and  end 
in  March,  at  which  time  the  code  will  be  broken.  If  the  results 
suggest  significant  benefit  for  cromolyn  patients,  the  active  therapy 
will  be  offered  to  all  patients  and  the  study  continued  for  six  more 
months . 


PROGRESS 


Fquipnent  for  this  protocol  has  not  yet  arrived,  but  is  on  order. 

Tire  technical  staff  of  the  Allergy  and  Clinical  Immunology  Service 
is  being  trained  in  the  techniques  of  bronchial  provocation.  Symptom 
score  sheets  and  record  materials  are  being  assessed. 


STATUS:  Ongoing 


s'7 


I 


])p\-\ptmi-:nt  nr  clinical  invlsti cation 

LILLIAN  RIvMIMDNT  ’'A  PITA!  Cl  NT!  I-' 

FT  PA.SO ,  TLXAS  79920 

PIT  AIL  SHOT 


Clinical  L. valuation  of  Renal  Cortical  Imaging  Utilizing  99mTc- 
I  T! .!  :  \  i  dnev  Sc  i  nt  i  graph 


/ 1  8 


PRI NCI PM  T1.A1~.ST1  CAP >R:  f.TC  I!.  Ilenn,  '-IT' 
ATSOCI  ATI  INVLS'i  I  GATORS: 


oiur.cn  vrs 

To  dot  ermine  the  usefulness  of  ^^Tc- Kidney  Scintigraph  in  studying 
renal  blood  flow  and  renal  anatomy .  Intended  for  use  in  high  resolution 
and/or  tomographic  imaging  for  evaluation  of  anatomic  detail.  Lspeciallv 
’ noortiuit  fo>‘  snace  occupying  lesioas  and  renal  trauma. 


run  INI  CAL  APPRO AQ I 


A  series  of  adult  patients  who  require  renal  radionuclide  studios  for 
diagnostic  purposes  will  he  studied  in  detail  and  compared  with  our 
standard  renal  agents.  The  imaging  protocol  is  as  follows: 

1.  Rapid  images  of  the  kidneys  will  be  obtained  with  an  Anger 
Scinti ' lation  Camera  during  the  first  30  seconds  following  injection 
0f  99nrc-])MSA.  These  views  will  he  used  to  evaluate  the  agent  as  a 
vascular  flow  agent. 

7.  Initially  static  images  will  then  be  obtained  over  the  kidneys 
for  the  next  13  to  30  minutes  to  qualitatively  evaluate  early  renal 
uUake  of  radionuclide  and  to  determine  its  usefulness  as  a  fast  renal 
imaging  agent. 

3.  Initially  sequential  static  images  will  also  he  obtained  at 
varying  tine  intervals  to  evaluate  the  optimal  imaging  time  for  this 
agent . 


4.  \fter  the  results  of  the  above  steps  are  evaluated  in  the 
first  20  patients,  a  modified  imaging  protocol  will  he  developed  for  the 
remainder  of  the  studv  based  upon  the  usefulness  of  the  early  static 
images  and  optimal  imaging,  tine. 

3.  Lor  individual  patients,  the  standard  posterior  views  will  be 
supplemented  by  oblique,  lateral,  anterior  and  pinhole  views  as  required. 

Tin?  patients  to  be  studied  under  this  protocol  will  meet  the  following 
criteria:  flj  Nonpregnant  and  over  the  age  of  18,  unless  special 
indications  for  study  exist,  f 2 4  All  will  have  either  known  or  suspected 
alteration  of  renal  function  or  anatomic  morphologv ,  i  ,e .  ,  no  subject 
without  mani fest  or  suspected  disease  will  be  studied. 
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ULPARTMENT  01-  CL  I  N'T  CAL  INVESTIGATION 
WILLIAM  BEAUMONT  ART  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 


detail  sheet 

W:<AMC  ~9I5  Prevention  of  Gonadal  Damage  in  Women  Treated  with 
T  TI .  .  Combination  Chemotherapy  or  Radiotherapy  Below  the  Diaphragm 
— — — '  for  Hodgkins  or  nonllodgkias  lymphoma 

WORK  UNIT  NO:  8„/19 

PPIXCimL.im^nATOR:  ,  Tc  p>  Farley>  MC 
ASSOC  I  AT!'  INATSTI  GATORS  : 


OB.JECTIVES 


To  protect  tii e  ova  and  follicular  cells  from  ionizing  radiation  or 
d’.erioth.eraneutic  damage  and  death  hy  putting  these  cells  at  rest 
d.uring  active  theranv. 


TECHNICAL  APPROACH 

Ihe  details  are  lengthy  and  specified  in  the  original  WRAMC  protocol. 
iXipl i cates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WRAMC,  and  are  available  upon  request. 


PROGRESS 


lh is  is  a  newly  approved  WRAMC  protocol.  Patient  entry  is  expected,  but 
the  total  number  is  anticipated  to  be  small. 


STATUS:  (Yigoing 


DEPARTMENT  OF  □JN'IC.M.  INVESTIGATION 
h’TLLIAM  BEAUMONT  ARME  MIDI CAL  CENTER 
F.l.  PASO,  TF.XAS  70920 

DETAI  I.  SHEET 


TITLE:  SWOT  7827  Combined  Modality  Therapy  for  Breast  Carcinoma,  Phase  III 
WORK  I  ATT  NO:  80/20 

PRINCIPAL  INVESTIGATOR:  ETC  P.  Farley,  MC 
ASSOCIATE  INVESTIGATOR? : 


OB.IF.CTIYES 

1.  To  compare  the  disease-free  interval  and  recurrence  rates  in  estrogen 
receptor  positive  (ER+)  premenopausal  patients  with  Stage  II  disease, 
using  combination  chemotherapy  alone  versus  combination  chemotherapy  and 
oophorectomy . 

2.  To  compare  the  disease- free  interval  and  recurrence  rates  in 
estrogen  receptor  positive  postmenopausal  patients  with  Stage  II  disease, 
using  combination  chemotherapy  plus  tamoxifen  versus  tamoxifen  alone 
versus  combination  chemotherapy  alone. 

To  compare  the  disease- free  interval  and  recurrence  rates  in  ali 
estrogen  receptor  negative  (F.R-)  patients  with  Stage  II  disease  using 
one  versus  two  years  of  combination  chemotherapy. 

4.  To  compare  the  effect  of  these  various  adjunctive  therapy  programs 
upon  the  survival  patterns  of  such  patients. 

5.  To  correlate  the  FR  status  with  disease-free  interval  and  survival. 

TEG  INT  CAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  arc  kept  on  file  in  the  Clinical  Investigation  Department, 
IVBAMC,  and  are  available  upon  request. 


PROGRESS 


Excellent  progress  is  being  made  with  patient  accrual.  Four  patients 
have  been  entered. 
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STATES:  Ongoing 


I 


:>!  ]'.\PTMi::r  or  clinical  inatstioation 
v.tlltam  bi  ai T*r^rr  army  mi  dical  a:vrrp 

LI.  PAST,  TI'XAS  ~992n 

dltatl  shl.it 


i 


myj  S',', 'OC  “92"/28  Chemotherapy  for  Multiple  NKelona  Phase  III 

hV'FlK  IMT  XO:  go/21 

!'plNCIr-\l,  1‘AT.f  TTCATOR:  j  TC  p>  parley,  MC 
ASSP( '  T  ATI .  I  N\1 1ST  I  GATORS : 


OB.  IT.  (TIM'S 

1.  To  compare  the  effectiveness  of  four  different  drug  comb inat ions 
for  remission  induction  in  previously  untreated  patients  with 
multiple  myeloma.  Results  will  also  be  compared  with  those  from 
similar  therapies  in  recently  completed  Southwest  Oncology  Croup 
studies . 

2.  for  patients  with  a  75°o  tumor  reduction;  to  evaluate  the 

role  of  12  months  of  chemotherapy  maintenance  with  VCP  or  VCP  plus 
levamisole,  when  compared  with  previous  experiences. 

TIKI  INI  CAL  APPROACH 

ihe  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Pinil  i  cates  an’  kept  on  file  in  the  Clinical  Investigation  Department, 
ALAMO,  and  are  available  upon  request. 


PROCiRP.SS 

ur  two  patients  are  tolerating  the  regimen  very  well. 


■1  AH'S: 


i 

1 


itngoi  ng 


» 


Hi  r,\PTMP’T  •)’  ('Ll  hi  CAL  Th'YT\c:'rIrATTr'N 

v  p.f-aimdnt  apt*  vtpical  ctttp' 

51  pyyrq  7rY.\5  79030 

pit.ml  spht 


TIT  LI'.:  SV.'Or  7924  Multimodal  Therapy  for  Limited  Spall  Oil  Care  irons 
the  Lung 

WORK.  WIT  NO:  80/22 

PRT  NCI  PAL  I.WT.STI  CATOR ;  LTC  p_  Farley>  Mc 
as  sot ;  i ,  \t  i :  r  nvi  :st  i  gators  : 


0H.n:(TI\l:.S 

1.  To  determine  the  efficacy  of  sequentially  alternating,  mutual  1. 
noncross -resistant,  multidrug  regimens  in  remission  induction  and 
intensification  therapy  in  patients  with  limited  small  cell  lung 
carcinoma. 


2.  To  determine  the  value  of  chest- radiotherapy  added  to  intensive 
systemic  chemotherapy  in  reducing  chest  recurrences,  and  in  improve¬ 
ment  of  survival. 

a.  To  determine  the  relative  efficacy  and  toxicity  of  low-dose, 
extensive  chest  radiation  when  used  in  close  chronologic  sequence 
with  systemic  nultiagent  chemotherapeutic  regimens. 

4.  To  determine  whether  radiotherapy  ports  should  he  set  according 
to  tumor  sice  prior  to  or  after  induction  chemotherapy. 

5.  To  determine  the  value  of  combined  systemic  chemotherapy  and 
radiotherapy  in  the  control  of  bulky  chest  disease. 

TLOINICAJ.  AlTPOAQl 

The  details  are  lengthy  and  specified  in  the  original  SIVOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department 
WBAMC,  and  are  available  upon  request. 


PRfXIRLSS 


No  patients  were  entered  in  IY80. 


ST  ATI  !*' :  Yigoi  ng 


]>I-.PAPTM-.\T  nF  iU.MC'J.  I NYRSTT CATION 
WILLIAM  RFAIIMANT  ARMY  MPDICAk  CTINThR 
i  I  PASO,  TLXAS  ”0920 

PITALL  SUllLT 

.An  I  valuation  of  Three  Rapid  Non  radio  isotopic  Methods  for  the 
... ,  ,  .  Tmni me  Complexes  in  Human  Disease 

WORK  UNIT  NO: 80/23 

PRINCIPAL  I  LATAH  HATPIN  LTC  I.ymlon  h.  Mansfield,  MC 

ARSori AT!'  TNATSTl CATORS :  Robert  Frederick,  PhD.DAC 


OR.ni(TI\T.S 

To  evaluate  three  di  fferent  nethods  to  detect  immune  complexes  in 
human  disease.  It  is  honed  to  find  the  one  or  two  most  useful 
"ft hods  through  clinical  research  and  inpatient  surveillance. 


ITCHNICAI.  APPROACH 

Ihree  nethods  will  be  used  to  measure  immune  complexes :  laser 
nephelometer ,  an  en.tyme  linked  assay,  and  latex  agglutination 
inhibition.  lliese  will  be  compared  to  C.-jO  radioimunoassav  in  their 
id''  i  1  i  ty  to  detect  preformed  human  immune  complexes. 


"POCRTSS 

Material  supplies  or'  order. 


ITATUL  :  i  in  point; 


DITAKi'MHM  O!  CLINICAL  INYLSTl dMHK 
If  ILL  I  AM  BLAIt'IONT  ARMY  MLPICAL  CLNTTR 
i'l.  PA-1  ,  T!:X.-\S  79920 

ditaii.  shitt 


'Hie  Development  of  an  Lnzyme  Linked  Assay  to  'Measure  ! lunar. 
TTTIJ*. :  A1  terpen  Specific  .-'mi  t  i  bodies  of  the  Immunoglobulins  C  and  M 
Glass 

WORK  UNIT  NO:  80/24 

PRINCIPAL  INYLSTl GATOR:  LTC  Lyndron  Ii.  Mansfield,  MC  -  Allergy 


ASSOC] AIL  I NAT.ST1  GATORS:  Robert  Frederick,  Mil),  DAG 


OB.JLCriYLS 


To  modi ?y  the  enzyme  linked  immunoassay  developed  to  measure  al lergen 
specific  TgT  ant ihodies  to  the  measurement  of  allergen  specific  IgG 
and  Igl  antibodies. 


Tfd  L\I  CAL  APPROACH 

Allergen  will  be  chemically  hound  to  polyethylene  tubes  or  plastic 
microtiter  plates.  Highly  specific  rabbit  antisera  to  IgG  and  TgM 
vi  11  have  ei  ti\er  alkaline  phosphatase  or  gal  act  os  i  das  e  enzyme  att  ached 
to  it.  The  plates  or  tubes  will  be  layered  over  with  human  allergic 
sera  obtained  at  various  times  during  allergen  immunotherapy. 

They  will  he  washed  and  then  relayered  with  "labeled"  ant i  IgG  or  i  gM . 
\fter  incubation  the  plates  or  tubes  will  be  washed.  A  solution 
containing  the  proper  substrates  for  the  enzyme  will  be  added  to  the 
plates.  The  enzyme  driven  reaction  will  cause  a  colorimetric  chave 
in  the  solution.  The  results  will  be  read  visually  and  in  a  spectro¬ 
photometer.  The  results  will  be  compared  to  the  radicinnimoproci;  i ra¬ 
tion  method  which  will  be  performed  in  the  usual  fashion.  The  hurar. 
sera  used  has  been  previously  obtained  and  evaluated  bv  the  ndio- 
i  iiriunoprcc  i  ni  tat  ion  at  I'itzs  irons  \mv  'Ic’d i cal  Center. 

PROGRLSS 


Materials  on  order. 


I  sir  : 


Oivoi  ng 
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DEPARTMENT  OF  G.INICAF  INVESTIGATION 
WILLIAM  BEAUMONT  ARMi  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DP  T  A  ■  ’  _  _ 

Assessment  of  Hematologic  anc  Neurologic  Abnormalities  in  the 
TIT!,}  :  Young  .Alcoholic  Patient 

WORK  I  NTT  N!Q:  80/26 

PRINCIPAL  INVESTIGATOR:  gjc  p.  Farley,  MC 

ASSOCIATE  I NATSTI  GATORS : 


OB.TECITVES 

To  determine  if  hematologic  abnormalities  exist  in  the  young 
alcoholic  population  in  the  absence  of  liver  disease  or  severe 
nutritional  deficiency.  To  determine  the  degree  of  intellectual 
impairment  and  presence  of  peripheral  neuropathies  especially  in 
the  young  alcoholic  patient. 


TECHNICAL  APPROACH 

All  natients  admitted  for  alcohol  detoxification  or  alcoholic  liver 
disease  will  he  considered  study'  subjects.  No  invasive  procedures  such 
as  bone  marrow  biopsy  or  liver  biopsy  will  be  proposed  as  part  of  the 
study.  However,  if  the  patient's  physician  obtains  such  a  biopsy,  we 
will  use  the  data.  CBC,  SMA  12,  serum  folate  and  blood  smear  will  be 
obtained  routinely.  Patients  who  are  anemic  will  have  a  red  cell 
folate  and  serum  Fe  and  IBC  also  collected,  and  other  studies  as 
indicated  to  evaluate  the  anemia.  In  addition  to  the  above  routine 
evaluation ,the  patients  will  be  asked  to  consent  to  the  following: 

(1)  Liver  sonogram  study,  (2)  Clinical  examination  by  neurologist, 

(3)  Cranial  C.T.  Scan  (when  machine  is  available  at  WRAMC) ,  (4)  WAIS 
Test  OVecksler  Adult  Intelligence  Scale).  Most  patients  consent  to 
enter  the  Day  Care  Treatment  Center  for  two  weeks  after  admission  for 
detoxi rication .  Ideally  this  will  be  the  period  of  time  when  studies 
are  obtained. 


PROGRESS 

Rapid  accrual  of  study  subjects  is  being  realized.  All  phases  of 
the  study  are  running  well. 


STATUS:  Ongoing 
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nEPARTITNT  nr  CLINICAL  INVESTIGATION 
WT  LI,  I  AM  BEAUMONT  ARMY  MEDICAL  CENTER 
EE  PASO ,  TEXAS  79920 

DETAIL  SI  TIT 


The  Use  of  a  New  Niiltitest  Applicator  in  the  Evaluation  of 
TITLE:  the  Clinical  Efficacy  of  Allergen  Immunotherapy 

WORK  IN  IT  NO:  80/28 

PRINCIPAL  INVESTIGATOR:  LTC  L.E.  Mansfield,  MC 
ASSOCIATE  INVESTIGATORS: 


OB.TECTIVES 


To  assess  the  value  of  using  a  new  device  called  the  multitest 
in  the  use  of  serial  skin  tests  to  monitor  the  efficacy  of  allergen 
immunotherapy . 


TP  0  IN I CAL  APPROACH 


Thirty  adult  patients  who  are  to  begin  immunotherapv  will  be  entered 
into  the  study.  The  nature  and  the  purpose  of  the  studv  will  be 
explained  to  them. 

Each  patient  will  have  an  immunotherapy  set  prepared  for  then.  This 
will  be  that  which  is  clinically  indicated  for  them.  On  the  day  when 
they  begin  their  immunotherapy  program,  they  will  have  a  specimen  of 
blood  drawn.  They  will  be  tested  by  the  prick -puncture  and  by  the 
multitest  device  to  the  following:  10  serial  dilutions  1:200  to  I:200,pP' 
for  their  treatment  mixture;  dilutions  of  1:100  to  1:100,000  of  either 
ragweed  or  Russian  thistle  allergen  (depending  upon  the  patient's 
sens itivity) .  The  multitest  device  will  be  placed  so  that  the  top 
part  of  the  device  touches  an  imaginary'-  line  drawn  through  the  points 
of  the  scapula.  A  template  will  be  used  to  assure  a  constant  location 
for  the  titrated  puncture  test.  For  uniformity  prick-puncture  test  will 
be  done  on  the  right  side  of  the  back  two  inches  from  the  spine.  The 
multitest  will  he  on  the  left  side  of  the  hack  two  inches  from  the  spine. 
The  serum,  obtained  prior  to  immunotherapy  and  at  maintenance  will  be 
evaluated  for  the  presence  of  IgE,  IgC,  and  IgM  specific  antihodv  to 
ragweed  and/or  Russian  thistle  allergen. 


PROGRESS 


The  initiation  of  this  studv  awaits  order  of  the  materials. 


STATUS:  Ongoing 


nr.PAirniF.NT  or  clinical  i  west i cat  ion 

I'.’UJ.IAM  BEAUMONT  ARMV  MEDICAL  CENTER 
EL  P.ASO,  TEXAS  79920 

DETAIL  SHEET 

Direct  and  Indirect  Radionuclide  Cystography  in  the  Detection  of 
TITI  I"  *  Vesicoureteral  Reflux 

WORK  UNIT  NO:  80/31 

PRINCIPAL  INVESTIGATOR:  LTC  U.  Henry,  MC 
ASSOCIATE  I NVEST I GATORS : 

OB.irmvcs 

1.  To  detect  and  quantify  vesicoureteral  reflux. 

2.  To  provide  early  detection  of  any  deterioration  in  renal  function. 

TECHNICAL  APPROACH 

Patients  with  known  vesicoureteral  reflux  will  he  studied  by  computer¬ 
ised  radionuclide  renal  imaging  and  direct  radionuclide  cystography. 
The  radioactive  pharmaceutical  used  will  be  99ntTc-nTPA.  These  studies 
will  be  performed  on  the  child's  regularly  scheduled  followup  visit  to 
the  Urology  Clinic,  in  lieu  of  further  radiographic  examinations.  A 
flow  sheet  will  be  completed  on  each  child  that  is  studied  and  copies 
retained  by  the  Nuclear  'ledicine  and  Urology  Service. 

PROGRESS 

rtf  six  patients  studied  the  direct  method  shows  greater  sensitivity 
for  detection  of  reflux  than  comparable  radiographic  studies,  i .e . 
n’t’  and  retrograde  evstogram. 


TATI'S:  (Xigoing 


department  of  clinical  investigation 
WILLIAM  BEAUMONT  ARMY  MFDIOAL  CENTER 
F.L  PASO,  TEXAS  79920 

DETAIL  SHEET 

A  Randomized  Trial  of  Chemotherapy  and  Radiation  Versus 
TTTTP  Radiation  Alone  in  the  Treatment  of  Advanced  Non-small  Cell 
-LLLLL-  Lung  Cancer 

WORK  UNIT  NO:  80/32 

PRINCIPAL  INVESTIGATOR:  LTC  P.C.  Farley,  MC 


ASSOCI ATF.  INVF.STI GATORS : 


OBJECTIVES 


To  determine  the  efficacy  of  combination  chemotherapy  with  SFu, 
Vincristine  and  Mitomycin  as  measured  by  response  rate  and  survival 
benefit  in  patients  with  advanced  non-small  cell  lung  cancer. 

TECHNICAL  APPROACH 

The  details  are  lengtfy  and  specified  in  the  original  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


This  protocol  has  been  forwarded  to  the  Clinical  Investigation  Review 
Board,  DSC,  for  review.  Approval  had  not  been  received  at  the  end  of 
FY80 . 
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STATUS:  Ongoing 
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DEPARTEENT  OF  CLINICAL  INVESTIGATIfN 
WILL  TAM  BEAUM3MT  ARM1T  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 


TITLE:  The  Effects  of  Beta  -2-Adrenergic  Agents  ir  Immunoglobulins 
WORK  UNIT  NO:  80/33 

PRINCIPAL  INVESTIGATOR:  LTC  Lyndron  E.  Mansfield,  MC 
ASSOCI ATE  INVESTI GATORS :  Robert  Frederick,  PhD,  DAC 


OBJECTIVES 

To  establish  in  an  animal  model  if  the  effects  of  beta-2- 
adrenergic  agents  on  immunoglobulin  levels  are  due  to  defects  of 
synthesis  or  increased  catabolism. 


TECHNICAL  APPROACH 


Laboratory  white  rats  will  be  used  fo?  this  experiment.  They  will  be 
grouped  in  units  of  ten  animals  according  to  the  following  plan. 

a.  Control  groups:  no  medication 

b.  Terhutaline  125  mcg/kg  twice  daily  for  4  weeks 

c.  Terhutaline  200  mcg/kg  twice  daily  for  4  weeks 

d.  Terhutaline  500  mcg/kg  twice  daily  for  4  weeks 

e.  Isoproterenol  375  mcg/kg  twice  daily  for  4  weeks 

One  week  prior  to  beginning  medications  all  animals  will  be  immunized 
with  human  gamma  globulin  (HOC).  Just  prior  to  beginning  the  medication 
blood  will  be  drawn  and  IgC,  IgM,  and  IgA  levels  will  be  measured. 
Antibodv  titer  to  I1CC  will  be  determined.  On  the  seventh  day  of  the 
medication  regimen  the  rats  will  be  given  a  booster  of  HOC  along  with  a 
primary  immunization  of  KLH.  After  the  fourth  week  of  therapy  the  rats 
will  have  blood  taken  for  the  determination  of  immunoglobulins,  secondary 
response  to  HCO  and  primary  response  to  KLH.  Immunoglobulins  will  be 
measured  by  passive  hemagglutination  and  radial  immunodiffusion.  Anti¬ 
bodies  will  be  determined  by  passive  hemagglutination. 

PROCRESS 


The  materials  and  biologicals  for  this  study  are  presently  on  order. 
It  is  expected  that  the  study  will  begin  soon. 


STATES:  Ongoing 
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PEPAKITCNT  OF  CLINICAL  INVESTIGATION 
V.'TU.TAM  BEAUMONT  ARMY  MEDICAL  CENTER 
EL  PASO ,  TEXAS  79920 

DETAIL  SHEET 

SWOG  7965  Treatment  of  Early  Squamous  Cell  Ca  of  the  Head  and 
„  Neck  with  Initial  Surgery  and/or  Radiotherapy  Followed  by 
- L~  rhemotherapy  vs  No  Further  Treatment  Phase  III 

WORK  UNIT  NO:  80/35 

PRINCIPAL  INVESTIGATOR:  LTC  P.C.  Farley,  MC 


ASSOCIATE  INVESTIGATORS : 


OBJECTIVES 


To  determine  if  the  disease-free  interval  and  survival  of  patients 
in  high  risk  categories  of  squamous  head  and  neck  cancer  can  be 
improved  by  adjuvant  methotrexate  after  initial  surgery,  radio¬ 
therapy  or  both  have  resulted  in  no  clinically  evident  disease  (N.E.D. ) 

TECHNICAL  APPROACH 

The  deta-is  are  lengthy  and  specified  in  the  original  SWOC  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department , 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


No  patients  were  entered  in  FY80 . 


STATUS:  Ongoing 


DEPARTMINT  OF  CLINICAL  INVESTI GATION 
WILLIAM  BF-AUMDNT  ARMY  VT.DICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 

SWOG  7902  Combined  Modality  Therapy  with  Chemotherapy  Radio¬ 
therapy  and  Surgery  in  Advanced  Previously  Ihtreated  (unresectahle) 
HTML'  Stage  III  $  IV  Epidermoid  Cancer  of  the  Head  and  Neck  Phase  III 

WORK  UNIT  NO:  80/36 

PRINCIPAL  INVESTIGATOR:  LTC  P.C.  Farley,  MC 

ASSOCIATE  INVESTIGATORS: 


OBJECTIVES 


1.  To  compare  the  survival  of  Stage  III  and  IV  squamous  cell  carcinoma 
of  the  tongue,  oral  cavity,  tonsil,  oropharynx,  hypopharynx  and  larynx 
subjected  to  radiation  therapy  followed  by  surgical  excision  if 
possible,  versus  survival  of  patients  subjected  to  chemotherapy  with 
Cis-Platinum,  Oncovin,  and  Bleomycin  (COB),  followed  by  radiation 
therapy  and  surgical  versus  radiotherapy  and  head  and  neck  surgery . 

TECHNICAL  APPROACH 


The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


No  patients  were  entered  in  FY80. 


STATUS:  Ongoing 
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DEPARTMENT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BFAUMONT  AEM1'  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETML  SHEET 


SWOG  7808  Combination  Modality  Treatment  for  Stage  II  §  IV 
TITLE:  Hodgkins  Disease  MOPP  #6,  Phase  III 

WORK  UNIT  NO:  80/37 

PRINCIPAL  INVESTIGATOR:  LTC  P.C.  Farley,  MC 
ASSOCIATE  INVESTI GATORS : 


OBJECTIVES 

1.  To  attempt  to  increase  the  conplete  remission  rate  induced  with 
MOP-BAP  alone  utilizing  involved  field  radiotherapy  in  patients  with 
Stages  III  and  IV  Hodgkin's  disease  achieving  a  PR  at  the  end  of  6 
cycles  of  ^OP-BAP. 

2.  To  determine  if  irmunotherany  maintenance  with  levamisole  or  con 
solidation  with  low  dose  involved  field  radiotherapy  will  produce 
significantly  longer  remission  duration  over  a  no  further  treatment 
group  when  CR  has  been  induced  with  6  cycles  of  MOP-BAP  in  Stages 
III  and  IV  Hodgkin's  disease. 


TECHNICAL  APPROACH 


The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


Two  patients  treated  by  us  remain  in  complete  remission. 


STATUS:  Ongoing 
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DEPARTMENT  OF  CLINICAL  INVESTI CATION 
WILLIAM  BEAUMONT  ,®!i'  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 


SWOC  7983  Radiation  Therapy  in  Conhination  w/CCNU  in  Patients 
TITLE: with  Incompletely  Resected  Gliomas  of  the  Brain  Grade  I  $  II, 
— '  Phase  III 
WORK  UNIT  NO:  30/38 


PRINCIPAL  INVESTIGATOR:  ETC  P.C.  Farley,  MC 


ASSOCIATE  INVESTT GATORS : 


OBJECTIVES 

1.  The  major  objective  of  this  study  is  to  compare  the  survival  of 
patients  with  incompletely  resected  Grade  I  and  II  gliomas  treated 
with  radiation  alone  versus  radiation  and  CCNU. 

2.  To  compare  the  effectiveness  of  radiation  therapy  versus  radiation 
therapy  plus  CCNU  for  remission  induction  and  duration  of  remission. 
Because  many  of  these  patients  will  have  poorly  or  non -measure able 
disease  this  will  only  be  a  secondary  objective. 


TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WRAMC,  and  are  available  upon  request. 


PROGRESS 


One  patient  was  entered  in  I A  80 . 


STATUS:  Ongoing 
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DEPARTMENT  OF  n  IN  I  CM.  INVESTIGATION 
WILLIAM  BEAUMONT  ARMf  MIDI  CAL  CTNTF.R 
F.L  PASO,  TEXAS  79920 

;  DETAIL  SHEET 

i 

!  TITLE:  SWOC  7985  Combined  Modalitv  Treatment  for  ER-Breast  Cancer  Phase  III 

t  - 

I  WORK  UNIT  NO:  80/39 

[ 

]  PRINCIPAL  INVESTIOATOR:  LTC  P.C.  Farley,  MC 

ASSOCIATE  I N\T:STI GATORS : 


OBJECTIVES 

j  — ■ 

|  To  compare  disease- free  interval  and  survival  among  control  group 

Stage  I (and  Stage  II  node  negative)  breast  cancer  patients  whose 
tumors  are  determined  to  be  HR-  at  the  time  of  mastectomy,  versus 
Stage  I  (and  Stage  II  node  negative)  ER-  patients  treated  with 
adjuvant  CMFV  for  6  months. 

;  To  document  recurrence  patterns  among  untreated  patients  with  Stage  I 

,  breast  cancer  whose  tumors  are  determined  to  be  ER-  at  the  time  of 

j  mastectomy. 


TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  SWOG  protocol. 
Duplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
'VBAMC,  and  are  available  upon  request. 


PROGRESS 


No  patients  were  entered  in  FY80 


STATUS:  Ongoing 
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DEPARTMENT  OF  CLINICAL  I NAYSTI  CATION 
WII.I.1  VM  BEAUMOfT  ARMY  MIDI  CM.  QATAR 

r:i.  p,\so,  texas  79920 

DETAIL  SHEET 


IIILL:  Lxercise  Induced  /Asthma  in  Basic  Trainees 
AORK  UNIT  NO:  80/40 


PRINCTPAh  lyVFSTIQATOR:  LTC  S.R.  Smith ,MD 
ASSOCIATE  INVESTIGATORS : 


oB.ir.criVEs 

This  study  is  undertaken  to  determine  the  incidence  of  exercise 
induced  asthma  in  basic  trainees.  The  study  will  attempt  to 
identify  these  individuals  by  pulmonary  function  testing  and  the 
American  Thoracic  Society  questionnaire. 

TECHNICAL  APPROACH 

Each  BCI'  recruit  will  fill  out  an  ATS-DLD  78  questionnaire  regarding 
his  family,  personal  and  medical  history.  Standardization  of  this 
questionnaire  has  previously  been  accomplished.  While  being  held  in 
the  reception  station,  I-'ort  Bliss,  each  recruit  will  undergo  pulmonary 
function  testing.  Those  individuals  with  subtle  spirometric  abnormali¬ 
ties  (i.e.  reduced  mid  and  terminal  flows)  or  with  a  mild  obstructive 
ventilatory  defect  will  undergo  exercise  testing.  For  the  purposes  of 
this  study  the  grading  system  devised  by  the  Committee  on  Pulmonary 
Physiology,  .American  College  of  Orest  Physicians  will  be  followed. 
Although  extensively  used  as  clinical  recommendations,  the  sensitivity 
and  specificitv  of  the  questionnaires  and  pulmonary  function  tests  are 
conjectural.  Statistical  analyses  will  follow  available  guidelines. 
Fxercise  testing  will  be  carried  out  on  a  bicycle  ergometer.  Exercise 
workloads  will  be  increased  25  watt  seconds  each  minute.  During  the  last 
15  seconds  of  each  minute  period,  the  heart  rate,  minute  ventilation 
will  be  determined.  Expired  gas  analysis  will  also  be  performed.  The 
test  will  be  continued  until  a  heart  rate  of  80%  of  the  age  adjusted 
maximum  heart  rate  is  attained  or  until  the  patient  fatigues.  During 
exercise,  oxygen  saturation  will  be  monitored  with  an  ear  oximeter.  If 
oxygen  saturation  drops  below  75%,  the  stud>'  will  he  stopped.  Spirogra- 
phic  tracings  will  be  done  at  5,  15  and  25  minutes  after  cessation  of 
exercise  as  well  as  at  10  minutes  after  inhaled  bronchodilators  . 

After  basic  training,  all  individuals  will  again  complete  the  ATS-DLD 
questionnaire .  .Any  individuals  with  new  symptoms  will  be  re-evaluated. 
Retrospective  analysis  of  preinduction  pulmonary  functions  and  question¬ 
naires  will  be  carried  out  to  determine  if  any  single  factor  predicts 
exercise  induced  asthma  during  basic  training.  Pulmonary  function  tests 
will  be  compared  with  the  normals  established  by  the  VA-Army  stud)'. 


PROGRESS 


Ibis  protocol  was  submitted  and  approved  late  in  1Y80  and  patient  entry 
has  just  begun. 

10b 
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nEPAFTTENT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BEAUMONT  ap*";  (vfcDICAL  CFNTF.R 
HI  PASO,  i'EXAS  79920 

DETAIL  SHEET 

WRAMC  7810  Prevention  of  Gonadal  Damage  in  Men  Treated  with 
TITLE-  C^kAnation  Chemotherapy/Radiotherapy  for  Hodgkins  Disease  and 
— — *  nonHodgkins  Lymphomas 

WORK  UNIT  N0:80/41 

PRINCIPAL  INVESTIGATOR:  ETC  P.C.  Farley,  MC 
ASSOCIATE  INVESTIGATORS: 


OBJECTIVES 

To  prevent  permanent  infertility  and  alterations  in  normal  sexual 
function  caused  by  combination  chemotherapy  in  the  treatment  of 
Hodgkin's  disease  or  nonHodgkin's  lymphoma. 


TECHNICAL  APPROACH 

The  details  are  lengthy  and  specified  in  the  original  WRAMC  protocol. 
Triplicates  are  kept  on  file  in  the  Clinical  Investigation  Department, 
WBAMC,  and  are  available  upon  request. 


PROGRESS 


This  protocol  was  approved  near  the  end  of  FY80  and  patients  have  just 
begun  to  be  entered. 


STATUS:  Ch going 
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i)f  I’ARTMl'NT  OF  CLINICAL  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  MEDICAL  CFNTFR 
F.L  PASO,  TLX  AS  79920 

IIFTAIl.  SIIFPT 

Umbilical  Cord  Lactate,  Pyruvate,  Retahydroxy  Butyrate,  p(T>; 
TlTI.i  :  pGA  ,  and  pH  Value  in  Normal  and  Abnormal  Pregnancies 

WORK  UNIT  NO:  ~4/01 

PRI XCT PAI,  INVESTIGATOR:  LTC  LA  Daniell,  MD 
ASSOC  I  ATI :  I  NVF.ST  I  GATORS : 


OBJECTIVES 

To  study  the  effect  of  labor  on  normal  pregnancies  and  pregnancies 
complicated  by  placental  insufficiency. 

TT.fHNICAI.  APPROAai 

''atemal  amniotic  fluid,  venous,  umbilical  arterial  and  umbilical 
venous  blood  samples  will  be  studied  for  the  above  levels.  The 
results  will  be  correlated  with  neonatal  outcome  and  morbidity. 


PROGRPSS 

Although  this  project  has  been  suspended  a  prolonged  time  it  is 
still  considered  worthwhile  and  will  be  conducted  if  conditions 
permit.  The  original  princiapl  investigator  has  retired  and  a 
new  investigator  has  assumed  the  project. 


STATUS:  Ongoing 
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DEPARMINT  OF  CLINICAL  INVESTIGATION 
WII.LIAM  BFAHMONT  ARM!'  Nr.DIC.AI-  CENTER 
F.I.  PASO ,  TF.XAS  TO  20 


i  DF.TAIF  SHEET 

I 


Maternal  and  Fetal  Plasma  Levels  of  Steroid  Hormones  in 
TITLE:  Normal  and  Pathological  Pregnancies  During  Labor 


WORK  UNIT  NO: 74 /if, 

PRINCIPAL  INVESTIGATOR:  onL  L.L.  Penney,  MD 
ASSOCI ATI:  INVF.STI GATORS : 


OB.JFCTIVES 

To  determine  if  a  rapid  assay  of  steroid  hormones  would  he  of 
clinical  value  if  drawn  at  the  onset  cf  labor  from  maternal  vein  or 
fetal  scalp. 


TECHNICAL  APPR0AG1 

Women  in  labor  with  a  high  risR  for  fetal  distress  from  placental 
insufficiency  will  be  included  as  sarples  upon  admission  to  Labor 
and  Delivery.  The  radioimmunoassay  for  estriol  is  being  modified 
by  eliminating  some  steps  and  increasing  the  temperature  during 
incubation. 


CONSUMABLE  SUPPLIES 


$78 


PROGRESS 


No  additional  patients  have  been  entered.  No  further  publications 
after  the  FI' 79  report  have  been  submitted. 


STATUS:  Completed 
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DEPARTMENT  OP  CLINICAL  INVESTIGATION 
V.TELIAM  BFAl'MONT  ARMS'  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  SHEET 


TITLE : Estriol  Production  Rate  Studies  in  Pregnant  Women 
WORK  UNIT  NO: 76 / 29 

PRINCIPAL  INVESTIGATOR:  COL  L.L.  Penney,  MD 
ASSOCIATE  INVESTIGATORS : 


OBJECTIVES 

Determination  of  estriol  production  rates  in  normal  pregnant  women 
and  correlation  in  abnormal  gestations  with  the  clinical  outcome. 

TECHNICAL  APPROACH 

Estriol  production  rates  will  be  estimated  by  the  infusion  of 
deuterated  estriol  into  these  women  followed  by  subsequent  serum 
sampling.  A  measurement  of  the  amount  of  deuteroestriol  present  in 
extracted  estriol  samples  relative  to  the  total  amount  of  estriol 
extracted  would  indicate  the  rate  of  endogenous  estriol  synthesized 
by  the  natient. 


PROGRESS 


None . 


ST  ATUS :  Te rmi  nat  e  d 


r 


Di  p\rtm:.v:i  of  a.  ini  cm.  inylsticatut. 

V.  I ! . L I  AM  BEAUMONT  AR'W  '■l'.DICM.  (  TATI  R 
EL  PASO,  TEXAS  799 2(1 

D1TAI1.  SHI-iT 

Correlation  of  Amniotic  Fluid  Cortisol  ami  the  Fire  Estriol 
TITLE:  Surge  in  Maternal  Plasma 

WORK  UNIT  NO:  76/34 

PRINCIPAL  INVESTICATOR:  COL  I.. I,.  Penney,  'ID 
ASSOC  I  ATT.  INVESTICATORS: 


OR.  TF  CTIVLS 

To  confirm  the  amniotic  fluid  cortisol  levels  at  varv ing  gestational 
ages.  To  correlate  these  levels  with  the  maternal  free  estriol 
surge  and  the  amniotic  fluid  l./S  ratio  and  atterpt  to  determine  if 
the  cortisol  increase  is  also  nonlinear  and,  if  so,  if  it  precedes 
or  follows  the  free  estriol  surge. 

TF.CHNICAL  APPROACH 


The  amniotic  fluid  cortisol  concentration  and  L/S  ratios  on  eacli 
specimen  submitted  will  be  determined,  as  will  plasma  free  estriol 
and  cortisol  when  eacli  amniocentesis  is  performed.  The  indications 
for  amniocentesis  will  be  based  on  currently  accepted  clinical  criteria 
and  the  decision  for  the  procedure  will  be  made  by  attending  and 
resident  staff  managing  the  patient.  The  analyses  will  be  done  by 
radioimmunoassay  and  TLC  as  presently  performed  in  the  RIA  laboratories . 
The  data  will  be  subjected  to  regression  analysis  and  appropriate 
rank  correlation. 


PROCRESS 


Sixtv-two  study  specimens  were  analyzed  and  the  data  presented  at 
the  Armed  Forces  District  Meeting  of  the  American  College  of 
Obstetrics  and  Cynecologv  in  October  1977.  A  manuscript  has  been 
submitted  to  Acta  Obstet  Cynecol  Scandinavia. 


STATUS:  Completed 
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Wit  i  t:  t  nictwral  Invest  i  eat  ion  of  Prostaglandins  and  Tin. 
'hvcursors  ip  tin-  (lunar.  Iota!  (hori  oam  i  on  1  c  'fcnh ram* 

•aM'k 

i  M'\i  !  v,\  i  s'; !  r  V'  M-’ :  ll(  ■  I  i 1 1  >  MI 1 

VSiVIV1  i ‘  ' 1  -M 1 'R1' '  l'-l  -I  •  Prinann 

jfi  '!  iTI’1  s 

!'  .it- 1  ermine  if  prostaglandins  ami  their  precursors  can  be 
localised  in  fetal  membrane  ;uul  to  detect  any  chance  with  these 
in  association  with  labor. 

IlCHNIrAl.  APPROAOI 


I  Ring  indirect  antibcxlv  label inc  technique,  prostaglandins  wen* 
tagged  at  a  cellular  level.  The  section  was  then  imbedded  and 
ultrathin  sections  made. 

PPV.ULSS 

hi  thin  the  constraint'  of  available  personnel,  research  on  tin- 
location  of  prostaglandin  l:^a  was  resumed.  Hie  work  is  mainly 
concerned  with  the  negative  controls  of  the  immuriohistochomical 
reaction  in  human  fetal  membranes.  This  v,ork  is  presently 

;i  rocness  mg,  low  ly . 


STATUS:  (hgoin 


IMTXKI'M  VI  n|-  CUM  CM  CAMST I  GAT  I  (».' 
WI1.I.1Y1  HK.MMC'I  MMX'  M  DIC.A1.  (TNTI  R 
I  I.  PASO,  II  XAS  -’«>92(' 

IF!  All  SI  Hi  T 

LLLLL’  Inhibition  of  Premature  labor  with  Torbutaline 
IJM  ;  VC  ■"'/() 4 

PRINT'  DM.  IMISTICAIOK:  ,.ir  K.C.  Daniel  1,  MI) 

:\SS< V  ! ATI  INTDSriOATORS:  mi  Pcnncv,  MD 

■  MVTI  ( TIVCS 


In  tub  inhibitor  effects  of  torbutaline  on  premature  labor. 

TKlfNICAI.  APPROAO! 


Patient  with  no  contraindicating  condition,  such  as  ruptured  Brt*.  , 
intrauterine  sepsis,  or  ahruptio  placenta  will  be  treated  for 
’'renature  labor  with  cither  Terhutal ine  or  a  placebo.  After 
admission  to  the  l.at'or  and  Delivery  Suite,  the  following  procedures 
1 1  1  be  ini  t  iated: 

lerbutnlme  should  lie  begun  U.2S  mg  subcutaneous ly  ever.'  A 
'".our  .  Ih is  dose  may  be  increased  uji  to  1.0  mg  subcutaneous ly 
ver  X  hour  as  long  as  seven'  maternal  tachycardia,  hypotension 
et  fetal  distress  do  not  n'sult.  When  contractions  are  stooped, 
t !a  do-,c  and  freoueno  should  be  reduced  until  patients  are  on 
. me  of  torbutaline  every  4  hours,  ‘)nco  they  have  been  stall  le 
f*>r  if  hour,  thee  nay  be  l>ejnm  on  oral  torbutaline,  2.r>  mr.  every 
4  to  o  hour  to  maintain  control.  At  this  point,  the  patient  mav  be 
t  r.uis  ferred  from  labor  and  IX’liver'  to  Ward  4  P.  Patients  still 
having  some  uterine  activity  on  this  dose  of  oral  terhutal  ine  nay 
be  increased  to  A.R  ng  of  torbutaline  ever'  4  to  e  hours  if  tolerated. 
!h<  oral  torbutaline  should  be  continued  until  Ah  weeks  estimated 
ge  tational  age  is  reached,  at  which  time  it  should  be  discontinu'd. 

PPOCRI.CS 


Patient-  under  this  revised  protocol,  recent  lv  approved  by  (TfSC, 
will  be  entered  m  1181 .  A  new  principal  investigator  has  assumed 
this  r>rotocol  . 


-I  All  IS: 


Ongoing 


DHPAPTMiNT  OF  ai.N'ICAL  I  WPS  T I  OAT  I  ON' 

’•'II TI.AM  BFAUMONT  ARMY  1FDICAL  CENTER 
HI.  PASO,  TEXAS  79920 

DH.TAIl.  SHHHT 

Study  to  Determine  the  Ability  of  Amniotic  Fluid  to  Inhibit 
Crowth  of  H.  Coli 

TITLE  : 

WORK  IN  IT  NO:  ”7/n6 

PRINCIPAL  I  NAT 'ST  I  CATO  R:  onL  David  Boyce,  MD 

ASSOCIATE  INVESTIGATORS:  LTC  M.  Sellers,  PhD;  ODE  A.  Killam,  vtD 


oiuechves 

To  devise  an  improved  laboratory  method  for  determining  the 
inhibitory  nropertv  of  amniotic  fluid. 

TECHNICAL  ,\PPROAai 

The  growth  and/or  inhibition  of  a  laboratory  strain  of  H.  Coli  in 
anniotic  fluid  as  well  as  certain  controlled  media  is  to  be 
monitored  by  a  technique  using  C14  tagged  glucose  in  the  various 
culture  media  and  monitored  by  the  amount  of  14  C02  eluted  as 
measured  in  a  liquid  scintillation  counter.  Maternal  and  cord 
blood  serun  zinc  levels  will  be  determined  as  well  as  the  zinc 
and  phosphate  ratios  of  the  anniotic  fluid.  An  attempt  will  be 
made  to  correlate  the  inhibitory  or  noninhibitory  effect  of 
anniotic  fluid  on  the  F.  coli  as  well  as  the  zinc  and  zinc/phosphate 
ratios  of  this  inhibitor  effect  to  neonatal  sepsis. 


(PNSl’MARI.F  SUPPLIES 


$1890 


PROCRF.SS 


A  Presentation  of  preliminary'  data  was  made  at  the  .Armed  Forces 
District -American  College  Obstetrics -Gynecologist  in  October  1978. 
In  addition  to  the  manuscript  previously  excemted  in  this  report 
a  letter  to  the  editor  of  the  J.  Nucl.  Med.  has  been  submitted. 

Work  is  currently  in  progress  to  isolate  the  peptide(s)  responsible 
for  the  bacterial  grwth,  or  metabolic,  inhibition. 


STATUS:  Agoing 
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nr.PARTMF.NT  OP  CLINICAL  INVESTIGATION 
WILLI. AM  BEAUMONT  ARMY  MLDICA!.  CENTER 
P.L  PASO,  TPXAS  79920 

DETAIL  SHEET 


TITT I  •  Prostaglandin  Synthesis  Inhibitors  on  Uterine  Blood 

- — — '  Flow 

WORK  UNIT  NO;  77/19 

PRINCIPAL  INVF.STT CATQR:  ITC  V’.C.  Daniel  1,  MC 
ASSOCIATE  INVESTIGATORS:  B.P.F.  Reimann 


OBJECTIVES 

Petermine  effects  of  prostaglandin  synthetase  inhibitors  on  uterine 
blood  flow  in  preen. ant  animals. 

TEG  FT  CAL  APDROAQ1 

Application  of  three  different  categories  of  agents  will  be  considered. 

The  response  of  the  uterine  blood  flow  to  specific  arachidonic  acids, 
prostaglandin  synthesis  intermediates,  and  prostaglandins .  This  is 
important  because  of  the  necessity  to  learn  in  what  way  the  uterine 
blood  flow  in  influenced  by  each  class  of  compounds.  Tire  response  of 
the  uterine  blood  flow  to  substances  with  a  known  ability  to  block 
prostaglandin  synthesis  (e.g.  acetylsalicvlic  acid  or  indomethacin) . 

The  response  of  the  uterine  blood  flow  to  substances  of  unknown  ability 
to  block  prostaglandin  synthesis  (e.g.  phenylbutazone)  or  to  suhstances 
which  have  shown ,  in  varying  studies,  different  reactions  and  conse¬ 
quently  have  yielded  contradicting  intepretations .  Mere  particularly 
the  cannahinoids  must  be  included.  Drugs  to  be  tested  in  the  study 
include:  1)  estradiol  (known  to  increase  the  uterine  blood  flow!  21 
Lndoncthacin  (known  to  reduce  the  uterine  blood  flow)  31  acetvlsal icyl ic 
acid  4)  phenylbutazone  5)  cannabinol  (CBN)  6)  cannabidiol ic  acid  (CRD 
acid)  7)  ( -) -trans-.'.°  tetrahydrocannabinol  (delta -8-7110  81  cannabidiol 
(CRC)  10)  (-) -trans-A^  tetrahydrocannabinol  (delta-9-Tl'r  111  cannabicyclol 
(CBCy)  12)  olivetol  13)  various  prostaglandins  (T>GA,T1GB,rnp ,  PH'  Pin i  1  y 
memters)  Roth  nonpregnant  and  pregnant  sheep  will  have  electric  blood 
flow  monitors  implanted  around  the  two  uterine  arteries.  At  the  sane 
time,  catheters  will  he  placed  ir  both  the  femoral  arterv  ;md  vein  with 
their  tips  located  in  the  common  iliac  arterv  or  vein  respect  i veh- .  This 
surgical  procedure  is  a  routine  operation  of  our  team  (e.g.  see  hi  liar, 
et  al ,  1973).  After  recovery  of  the  animals  from  surgery,  the  owes  will 
be  given  estradiol  to  increase  tbo  uterine  blood  flow.  Doses  of  indone 
thacin  and  acetvlsal icy lie  acid  arc  designed  to  give  an  indicat  ion  of 
the  general  reaction  norm  of  each  animal.  I  Vises  of  cannahinoids  as 
indicated  above,  individually  or  in  combination  with  other  drugs,  will 
be  infused  into  one  of  the  uterine  arteries  through  the  first  branch 
of  the  uterine  artery  in  the  broad  ligament.  The  measured  parameters  a 
a  response  to  the  medication  are  dianges  of  pressure  and  flow  rate,  as 
recorded  through  the  implanted  instruments.  The  uterine  vascular 
conductance  will  be  calculated  from  the  pressure- f low  ratio: 


A 
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Work  Unit  77/19 


Conductance 


_ Flow _ 

Arterial -venous  pressure 


PROGRESS 

An  attempt  was  made  to  measure  effects  of  cannabinoids ,  indomethacin 
and  aspirin  on  uterine  blood  flow  in  dogs.  The  flow  probe  method  proved 
unsatisfactory.  Late  in  FY80  l^Ce  microspheres  for  baseline  and  ®^Sr 
microspheres  for  single  point  later  perfusion  determinations  were 
used  in  pregnant  rabbits.  This  method  is  limited  by  being  discrete, 
as  opposed  to  a  continuous  monitor  such  as  a  flow-probe,  but  is  providin 
reproducible  data.  Controls  have  been  completed  and  study  of  the 
effects  of  TlIC  are  in  progress. 


STATUS:  Ongoing 
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V  . 


department  or  clinical  investigation 

WILLIAM  BFAlJ!"ONT  ARMV  MEDICAL  CPITF.R 
EL  PASO,  TEXAS  79920 

DETAIL  SIT.IT 


A  Comparison  of  Phospholipid  Levels  and  Choline  Phospho- 
TITIJAtransferase  (C.PT)  Activity  in  Amniotic  Fluid  and  Newborn 
Tracheal  Fluid 
WORK  UNIT  NO:  77/25 


PRINCIPAL  INVESTIGATOR;  ETC  W.C.  Daniell,  *T> 


.ASSOCIATE  INVESTIGATORS:  COL  L.L.  Penney,  MD;  David  o.  Rauls,  PhD,  DAC 


OBJECTIVT.S 


To  determine  if  the  level  of  phosphatidyl  glycerol  (PC)  and 
phosphatidyl  inositol  (PI)  or  the  activity  of  choline  phosphotransferase 
could  serve  as  an  accurate  index  of  lung  maturity. 


TECHNICAL  APPROACH 

Amniotic  fluid,  and  neonatal  gastric  and  pharyngeal  fluids  which 
are  normally  discarded,  will  he  analyzed  for  phosphatidyl  glycerol  , 
phosphatidyl  inositol,  choline  phosphotransferase,  and  magnesium. 

The  levels  measured  will  he  correlated  with  the  incidence  and 
severity  of  neonatal  respiratory  stress  and  hyaline  membrane  disease. 

CONSUMABLE  SUPPLIES 


$1041 

PROGRESS 


.‘Analysis  for  PC  revealed  undetectible  levels  in  25-dav  fetal  rabbit 
lung  following  maternal  treatment  with  either  control  (saline)  or 
steroid.  Further  refinement  of  tire  PC  methodology  is  being  accom¬ 
plished  and  additional  animals  will  then  be  studied. 


11 


STATUS:  Ongoing 


] 


r*  toPTML'C  01-  G.IUICAL  INVESTIGATION 
WI!.!.  I  AM  BFAIW”  ARMf  ‘FDICAL  CTNTF.R 
!  I.  I,ASr  ,  TTXAS  "9920 


ditah.  shut 

Comparison  of  Usual  Clinical  and  Laboratory  Measurements  of 
Gestational  Ape  with  Gestational  Ape  Determined  bv  Radi o receptor 
Assay  f RRA)  for  I  ICG 

WORK  1K1T  MM  78/07 

PRJ  AHA  INTTSTIGAfOR:  C0L  •,  _L>  penney>  Hfl) 


ASSOC  I  ATT.  INVESTIGATORS : 


PB.IRCriVbS 

To  confirm  the  accuracy  of  pregnancy  dating  within  the  first  to 
fourth  weeks  following  ovulation  reported  by  others  with  the  use 
of  RRA  for  HCG.  To  correlate  this  data  with  other  parameters  of 
fetal  age  as  an  assessment  of  the  accuracy'  of  these  tests  which 
heretofore  have  relied  on  subjective,  variable  gestational  age 
estimates  fi.e.  menstrual  eye'le  length,  LMP ,  etc.) 

TTCIINICAL  APPROACH 


Ihe  study  will  be  run  as  an  adjunct  to  protocol  76/20,  with 
additional  volunteers  selected  from  the  routine  obstetrical  clinic. 
!he  HCG  values  will  he  determined  by  commercially  available  RRA. 
ihese  values  will  be  available  only  to  the  principal  investigator 
until  the  conclusion  of  the  study,  at  which  time  the  test,  if 
justified,  may  be  instituted  as  a  routine  study'. 


PROGRP.SS 

In  establishing  baseline  data  for  this  protocol,  serum  estriol  ,  an 
accepted  laboratory  parameter  of  gestational  age,  has  been  re¬ 
evaluated.  The  work  regarding  the  unconjugated  fraction  was  reported 
last  year.  Three  additional  manuscripts  have  been  submitted  and  the 
abstracts  are  reproduced  below: 

1.  estimation  of  Gestational  Age  and  Maternal  Serum  Steroid 
Concentrations:  Total  bstriol . 

Acute  increases  in  maternal  serum  unconjugated  estriol  between 
35  and  37  weeks  of  pregnancy  have  been  reported  to  correlate  predictably 
with  gestational  age.  In  this  study  total  estriol  was  measured  by 
radioimmunoassay  in  an  effort  to  define  maturational  surges.  Statisti¬ 
cally  significant  variations  from  predicted  regression  lines  were  not 
demonstrated  in  any  individual  patient  or  in  grouped  data. 
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2.  Variability  in  Unconjugated  and  Total  P.striol  in  Serum  IXiring 
Normal  Third  Trimester  Pregnane.-. 

We  determined  unconjugated  and  total  estriol  concentrations  in 
serum  during  the  third  trimester  in  34  normal  gestations.  Data  were 
obtained  weekly  for  13  women  for  as  long  as  nine  weeks;  21  others 
were  studied  daily  for  up  to  15  days.  No  correlation  between  birth 
weight  and  either  estriol  fraction  was  demonstrated.  Between -patient 
variability  was  less  for  unconjugated  estriol  and  was  similar  for 
weekly  and  daily  data.  Wi thin-patient  variability-  was  also  less  for 
unconjugated  estriol  and,  as  expected,  was  less  for  daily  than  for 
weekly  data.  The  CY  for  daily  samples,  within  patient,  averaged 
13.0®  for  unconjugated  estriol  and  20.3%  for  total  estriol.  Our  data 
support  the  daily  determination  of  unconjugated  estriol  in  serum, 
evaluated  for  percent  changes  from  single  or  mean  preceding  values, 
as  the  preferred  method  of  monitoring  estriol  during  pregnancy. 

3.  Ratio  of  Ihconjugated  to  Total  Pstriol  in  Uncomplicated 
Third-Trimester  Pregnancy. 

The  serum  unconjugatcd  estriol,  as  a  percent  of  total  estriol, 
has  been  determined  in  third- trimester  pregnancies  studied  longitudinally 
The  unconjugated  fraction  in  any  specific  sample  ranged  from  4.1%  to 
21.6%  of  "the  total.  The  mean  percent  unconjugated  estriol  in  34 
patients  sampled  7  to  15  tines  each  between  32  and  40  weeks  of  gestation 
ranged  from  5.3%  to  13.6%.  Higher  serm  total  estriol  concentration 
correlates  with  a  lower  percent  of  unconjugated.  The  mean  percent 
unconjugated  decreases  during  the  last  eight  weeks  of  gestation  from 
11.4%  to  8.4%  with  a  calculated  regression  line  of  Y  =  23.323  - 
0.368X.  Thus,  the  concentration  of  serum  unconiugated  estriol  is 
relatively  more  constant.  The  majority"  of  patients  demonstrate  a 
narrow  range  of  percent  serum  unconjugated  estriol.  These  circum¬ 
stances,  combined  with  ease  of  assay,  support  the  use  of  serum 
inconjugated  estriol  in  pregnancy  estriol  monitoring. 

Patients  in  the  first  two  weeks  of  pregnancy  have  not  volunteered 
in  sufficient  numbers  and  no  more  data  will  be  collected. 


STATUS:  Completed 


nr.PARP’PT  or  clinical  investigation 
'.villi  am  beaumont  army  medical  center 

El.  PASO,  TEXAS  79920 

detail  shp.it 


Acid  Aspi  ration  rrophvl;L\is  with  Cinetidine,  Ely copvrrol ate  , 
TITLE:  and  Ait  acids 


NOPE  IK  IT  NO:  78/08 

PRI NCI PAL  I  WEST  I GATOR :  ETC  V.-.  Dan i ell  ,  'T* 

ASSOCIATE  INVESTIGATORS : 


OB.TF.CriVES 

This  study  will  determine  the  relative  effectiveness  of  three 
different  nreonerative  prenedicat ion  protocols  in  reducing  the 
risk  of  acid  aspiration  before,  during,  and  after  routine  surgical 
procedures . 

TEG  MOM.  APPROACH 

The  effects  or  premedication  prior  to  surgery  on  gastric  juice 
volume  and  pi  I  will  he  evaluated  in  200  patients  undergoing  elective 
nongastric  surgical  procedures  under  general  anesthesia  requiring 
intubation.  r’atients  taking  medications  that  alter  gastric  secretion 
or  who  have  had  a  historv  of  gastric  surgery  will  be  excluded.  All 
patients  will  be  \'PO  from  2300  the  day  before  surgen*.  The  patients 
will  he  randomlv  assigned  to  four  treatment  groups.  The  data  to  ho 
analysed  will  consist  of  age,  weight,  sex,  type  of  premedication, 
type  of  surgen",  tvpe  of  anesthesia,  length  of  surgery,  observed 
aspiration,  and  nil  and  calculated  gastric  secretion  volume  of  intuba¬ 
tion  and  extubation  collections. 

PROGRESS 

The  staffing  shortage  in  /Vies tires ia  has  precluded  institution  of 
the  studv. 


T  \ i'T :  To  mi  noted 
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department  of  clinical  investigation 

WILLIAM  BEAUMONT  ,\RMA'  MEDICAL  CENTER 
I  I,  PASO,  TEXAS  79920 

DETAIL  SHEET 

RhoCan  Monitoring:  Fetaldex  versus  Detection  of  Circulating 
TITLE. :  .An ti  - Pho ( P) 

WORK  UNIT  NO:  78/10 

PRINCI PA1,  INVESTI GATOR:  ETC  V.  Sellers,  IRC 
.ASSOCI  ATE  I NVESTI  GATORS : 


OB.JECTIVES 

To  conpare  testing  for  anti -I)  antibody  in  the  serin  of  Rh  negative 
women  receiving  human.  anti-D  gamma  globulin  for  the  prevention  of 
Rh  sensitization  with  the  Fetaldex  test  for  fetal  RBC  in  maternal 
blood. 

TECHNICAL  APPROACH 

Ectaldex  tests  and  the  standard  test  to  determine  if  anti-1'1  anti¬ 
bodies  are  present  in  the  patient’s  blood  24  to  48  hours  after  the 
RhoCam  will  be  done  and  the  results  compared.  When  possible  Rh 
sensitization  will  be  tested  for  at  6  to  9  months  after  deliverv. 

PROGRESS 

Ihis  nroiect  was  assumed  by  Pr.  Cane  Stafford,  CPT,  MC,  anti  the 
data  cornni led  for  presentation  at  the  Armed  Forces  District  - 
American  College  Obstetrics  Gynecology  fleeting  in  I A  80 .  Tlie  findings 
are  summarized  below: 

To  date,  58  patients  have  been  tested.  (Four  patients  were  excluded 
from  the  study  because  of  clotted  or  incorrectly  labeled  blood  samples! . 

Only  one  patient  by  our  traditional  method  required  a  subsequent  dose 
of  Rhogam  (her  antibody  screen  was  positive  after  the  second  via!!. 

The  fetaldex  study  found  11  patients  who  required  more  than  one  vial  of 
Rhogam.  One  of  these  required  five  vials  (the  same  patient  who  requi  red 
two  by  our  current  method!  .  Twenty  percent  of  those  studied  would 
have  required  more  than  one  rial  .  Followup  studies  at  sCx  months  will 
he  done  on  any  of  these  patients  who  are  available  to  test  for  presence 
of  serum  antibody. 

The  question  of  the  proper  way  to  evaluate  candidates  for  Rhogan  Close 
has  been  debated  previously.  Some  sources  have  st  ited  that  failure  to 
use  a  method  to  quantitate  the  amount  of  fetal  RPC's  in  maternal  blool 
(the  Fetaldex  or  Kleihauer  -Betkel  is  malpractice.  One  studv  retrospectively' 
of  1,630  hospitals'  method  of  detection  compared  to  uusage  or  Rhogam  by  vial 


i:i 


shoved  a  significant  correlation  between  use  of  an  acid  elution 
technique  (Fetaldex*  and  the  use  of  Rhogam.  More  than  ten  tines  the 
expected  number  of  patients  received  multiple  vials  of  Rhogam.  This 
study  stated  "the  possible  overuse  of  Rh  imrame  globulin  in  some 
laboratories  using  Fetaldex  is  probably  due  to  incorrect  interpreta¬ 
tion  of  samples  with  minimal  or  no  fetal  cells."  The  scientific  and 
legal  precedents  arc  not  sufficiently  established  to  say  that  one 
approach  is  better  than  the  other.  Our  current  nethod  is  cheaper 
in  terms  of  cost  and  technician  time.  In  theory,  our  method  protects 
the  patient  from  the  possibility  that  the  antibody  supplied  has 
been  inactivated,  not  given  properly  or  was  not  placed  in  the  vial 
by  the  drug  manufacturer.  To  this  date  we  believe  our  data  confirms 
our  belief  that  the  extra  expense  of  the  Fetaldex  test  and  the  expense 
of  additional  Rhogam  injections  has  not  been  found  to  be  necessary 
in  the  treatment  of  Rh  negative  patients  in  our  population. 


V 


DEPARTMENT  Of  Q.  INI  CM.  INVESTIGATION 
WILLI  AM  BEAUMONT  ARMY  MF.DI CAL  CENTER 
EE  P.VSO,  TEXAS  79920 

DETAIL  SHEET 

The  Role  of  Prostaglandius  and  Prostaglandin  Synthetase 
TITLE:  Inhibitors  in  Hemorrhagic  Shock 

WORK  UNIT  NO:  78/H 

PPJNCIPAI.  INVESTIGATOR:  (-°I-  I--’..  Penney,  'ID 
ASSOCIATE  INVESTIGATORS: 


OB.IECTIVES 

To  detemine  if  prostaglandin  levels  are  increased  during 
hemorrhagic  shock  and  if  prostaglandin  synthetase  inhibitors 
improve  or  worsen  an  animal’s  condition  in  hemorrhagic  shock . 

TEH  I'd  CM.  APPROACH 

Hemorrhagic  shock  is  induced  in  the  standard  method  of  Hardaway. 
Serial  determinations  of  prostaglandins  and  the  standard  physio¬ 
logic  parameters  will  be  followed.  Some  of  the  animals  will  be 
given  a  saline  placebo,  others  will  be  given  a  prostaglandin 
sxnthetase  inhibitor. 

CONSUMABIJ.  SUPPLIES 
$1142 
PROGRESS 

Techniques  for  quantification  of  the  major  prostaglandias  from 
plasma  are  now  available  in  the  Clinical  Investigation  Department, 
but  no  animals  have  been  studied  to  date.  The  technioues  for 
prostaglandin  analysis  mav  be  utilized  in  other  protocols,  a.s 
for  example  77/19. 


STATUS:  Terminated 
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' 'FPARTMLST  or  CLINICAL  I NVESTI  GAT!  ON 
GILLIAM  BEAUMONT  ®ti’  MIDI  CAL  (I  INTER 
LI.  PASO,  TEXAS  79920 

1)1  TAIL  SHOT 

Inhibition  of  the  Vascular  Effect  of  IT -Estradiol  witli 
TITLE. :  Act  inomycin  P 

i'.’PRK  IMT  NO:  78/26 

PRTNCI PAL  INVEST  r GATOR:  COL  L.L.  Penney,  »1D 
ASSPCT AIL  I MAI  1ST I GATORS : 


objectives 

To  dctemine  if  the  vascular  effect  of  17«  estradiol  employs  the 
same  pathways  as  the  growth  promoting  effect  on  the  sex  organs  of 
rabb i ts , 


TFnihl  CAL  AJCROAO! 


Act inomycin  P  will  be  given  to  rabbits  in  sufficient  dosage  to  block 
the  growth  promoting  effect  of  estradiol  17-beta,  which  is  a  potent 
vasodilator  of  the  uterus  as  well  as  a  potent  growth  promoter.  Tf 
the  vascular  effect  of  estradiol-17-beta  is  not  affected  nearly  as  much 
as  the  growth  promoting  effect,  this  would  suggest  that  the  vascular 
effect  does  not  rely  on  transcription.  Study  rabbits  will  be  divided 
into  random  groups ,  all  will  initially  have  their  ovaries  removed.  A 
femoral  artery  and  a  carotid  artery  will  be  catheterized.  Baseline 
uterine  blood  flow  will  be  determined  by  infusing  10-15  pCi  ^ V,e 
microspheres  in  the  carotid  catheter  and  sampling  from  the  femoral 
artery.  'Ate  ..g/Kg  of  17b  estradiol  with  labeled  uridine  will  be 
given  and  the  control  animals  subdivided  for  study  at  hourly  (or 
less  if  needed)  intervals  to  determine  onset  of  increased  blood  flow. 

An  infusion  of  30-40  jCi  ^Cr  at  these  intervals  will  be  used  to 
calculate  blood  flow.  All  animals  will  then  he  sacrificed  and 
aliquots  of  uterine  tissue  for  RNA  quantitation  and  label  incorpora¬ 
tion  will  be  analzyzed.  The  microspheres  per  gram  of  uterine  tissue 
and  per  organ  will  be  determined.  Subsequently  repeat  blood  flow 
studies  will  be  done  at  the  time  at  which  control  animals  increased 
their  uterine  blood  flow.  These  animals  will  receive  actinorwcin 
4  mg/Kg,  cyclohexinide  20  mg/Kg,  or  puromycin  200  mg/Kg  30  minutes 
prior  to  hormone  administration. 

CONS!  WAIT.!  SUPPLIER 


$3707 


PROGRESS 


Tli is  study  was  begun  late  in  IT 80 .  'ban  uterine  blood  in  the  intact 
mature  rabbit  has  been  determined  to  be  0.69  ml/min/gn.  A  decrease 
to  25-30°  of  this  value  is  seen  by  six  days  post -oophorectomy .  Base- 


* 
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Work  Ifnit  78/26 


line  flow  renain  unchanged  between  six  ;ind  69  da's  pos tope  rat  1  \vl\ 

In  establishing  the  methodologv  and  appropriate  controls  to  use  in 

141, 


has 


determining  perfusion  at  separate  times  it 

at  t0  with  ^Cr  at  12  hours  yields  results  at  the  latter  tine  which 
are  inconsistent.  85,sr  has,  hcavever,  proven  satisfactory  as  the 
second  isotope.  Control  animals  to  establish  the  validity  of  the 
technique,  to  demonstrate  change  with  each  of  the  planned  diluents 
(propvene  glycol,  ethanol,  saline)  and  to  determine  the  increase 
in  flow  following  estradiol  administration  to  the  oophorectomi  zed 
rabbit  are  being  entered. 


STATUS:  Ongoing 
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DiTAKTMTNT  01-  CLINICAL  INAT.STIC.ATIb. 
K  il  l. I  .AM  BIIMWONT  ARMY  'HTHCAJ.  (TNTLR 
F.I.  PASO,  TTXAS  79920 

PLTAIL  SHIFT 


'UTIL:  distribution  cf  ('.roup  B  Streptococcic 
IVORK  UNIT  NO:  "8/2  7 

PRINCIPAL  INATSTIOATOR:  “A I  R.  Heath,  'IP 

AS  SQC I  ATI '  I  NYTST I  GATORS  :  Robert  Frederick,  "hP,  I'AC 


OB.n.(TF\i:S 

To  dcteminc  where  f'roun  B  Streptococci  are  seuuestered  in  the 
body  of  rabbits  after  intravenous  infusion. 

TLQLNICAJ.  APPROACH I 

Approx  irately  24  rabbits  will  be  given  ('roup  B  strep  grown  in  media 
containing  '  “M'  phosphate  to  make  the  organisms  radioactive.  The 
rabbits  will  be  sacrificed  at  15  minutes,  1  hour,  or  at  12  hours 
after  the  injection.  Half  will  be  given  live  organisms  and  half 
will  receive  killed  organisms.  Ihe  blood,  lung,  heart,  liver, 
spleen,  brain,  bowel  liciunum),  adrenal  lymph  nodes  in  the  mesenterv 
and  nara- aortic  area  and  thigh  muscle  will  be  removed  and  a  portion 
prepared  for  microscopic  evaluation  and  autoradiography.  The 
remainder  of  the  organs  will  be  counted  in  the  liquid  scintillation 
counter  for  radio.net  i  vi  tv .  Hie  amount  of  radioactivity  in  the  15 
minute  group  will  be  compared  with  the  one -hour  and  12 -hour  groups 
to  see  where  the  najoritv  of  the  organisms  are  sequestered  imediatel 
after  infusion  ;ind  to  see  if  the  radioactivity  of  the  organists  is 
redistributed  from  its  initial  j-'osition  in  the  body. 

URPCRTSS 

Ihe  principal  investigator  resigned  from  the  Amv .  Portions  of  the 
studv  will  be  pursued,  under  other  protocols,  by  the  associate 
irves  t igator. 


':TATIF:  Completed 


:>!  I'M-'11!!  i  1  \i  i’."-.1:  ;<*. 

; 1  !  ’  '.*<  j.i  MM'*;;  >5  ; »t  v  i]  \-;i  p 
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I  T  II  r :  Prevent  ion  of  'e-  t  i e-are an  sect  ion  !  n  ! a  t  i  on  - 
'■VOMK  IM  :  Mb  *n4 

PRIMP!  P.M.  I^TTfAH!:  :.:c  A.l'.  Itmicll,  ‘V 
ASSOC  I  Af  iV'-’-STIC.VTORS: 


QH.  I!  (TI\TS 

in  determine  whether  the  routine  adrini<trat  ion  of  reohal  in  will  lower 
tiie  incidence  of  nos  t  -ccsare;in  section  infectious  morbidi  tv .  rh.-n- 
is  a  3,u40®  incidence  of  infectious  morbidi  ty  if  a  woman  i*=  delivered 
by  cesarean  section  follov.  inn  labor  with  nurtured  aniiot  ic  nenh  nine' 
for  longer  than  six  hours.  pronhy  1  act  i  c  acini  nist  rat  ion  of  antibiotic- 
to  patients  undergo i n<’  vaginal  by  stored omy  lias  s  i gni  f i cant  lv  n-duced 
tiie  rate  of  infectious  morbidity.  It  is  hoped  that  ;ui  antibiotic 
regimen  can  be  discovered  which  will  reduce  the  infectious  rorb idi t 
associated  with  cesarean  section.  The  cephalosporins  have  been  u-ed 
extens  ively  for  prophylaxis  with  vagina l  hysterectomy.  Cerha’in  u- 
cliosen  because  a  single  dose  pi  von  prior  to  vaginal  iiyste  pact  omv  lias 
been  shoe- 7i  to  he  at  least  as  efficacious  as  the  standard  x-dost- 
regimen  with  cephloridine .  f'tlier  studies  involving  tuitibiotics  f<  r 
pest -cesarean  section  infections  have  not  shown  ;i  consistent, 
s  i  jtr.  i  fictuit  lowering  of  morbidi  tv.  However,  patit'nts  not  in  labor  o: 
in  1  til' or  for  long  periods  of  time'  have  been  included  in  these  studies. 
At-  have  selected  a  very  high  risk  population  and  will  test  a  1  ■■  desi¬ 
re;' imen  against  .a  control  population,  'inly  those  patients  who  have 
had  ruptured  HO\ ,  labor,  and  intrauterine  monitoring  prior  to  deliv<-r\ 
will  fie  entered  in  the  studv  <’roiqi. 

itchntcaj.  approach 

Chen  a  woran  is  entered  into  the  studv  she  will  be  placed  into  one 
of  two  drup  rep i non  groups .  A  control  who  pets  a  s initio  iniect  io. 
of  a  placebo  intravenously  at  the  tire  of  cesarean  section,  another 
group  who  pets  a  sinp.le  shot  of  (ephalin,  1  pran  T\'  at  the  tine  of 
cesarean  section.  Upon  discharge,  both  the  nother’s  and  tin-  infant’s 
charts  will  be  reviewed  bv  a  member  of  the  perinatal  staff  and  a 
listinp  of  all  the  complications  compiled  from  a  data  sheet  included 
in.  the  studv  and  the  chart  itself.  natients  with  previous  allergic 
reaction  to  penici  1 1  in  wi  1 1  not  he  included  in  the  stub'. 

broiin  1:  Placebo  at  the  time  of  cesarean  section. 

(■roup  II:  (ephalin,  1  gran  TV  at  the  time  of  cesarean  section. 
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Work  Unit  79/04 

Additionally,  in  conjunction  with  Dr.  Boyce's  study  on  the  influence 
of  amniotic  fluid  on  bacterial  grcwth,  small  samples  of  amniotic 
flaid  will  be  obtained  through  the  monitoring  catheter  which  is 
routinely  enplaced  upon  admission  to  the  Labor  and  Delivery  suite. 
The  inhibitor)'  effect  of  these  individual  specimens  with  particular 
attention  to  zinc  levels,  will  be  related  to  the  ultimate  result 
in  infectious  morbidity.  We  hope  to  define  groups  of  low  and  high 
risk,  one  group  benefitting  from  prophylactic  antibiotic  therapy, 
and  the  other  not . 

PROGRESS 

Seventy- two  patients  have  participated  in  the  study  thus  far.  The 
code  will  be  broken  in  the  near  future. 


STATUS:  Ongoing 
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in  p.wnrM  nr  ci.  ini  cm.  intfsti cation 

-VI 1 .1. 1  AM  BIMPrNT  Wfi'  MFDIC.M.  (TNTl'R 

r.i.  p\sn,  ti:xas  7R'.*2n 


nr.TAii.  siit.it 


Comparative  Phase  III  Clinical  Trial  of  Col  latex  Spence  and 
TITIJ' :  Diaphragm  with  Spermicidal  Jellv 

WORK  UNIT  \'Q:  80/5 

PRIh’CJPAI.  INXT.STICATOR;  COI.  P.  Boyce,  MD 


ASSOCTATF.  TNVF.ST  I  GATORS : 


0B.n:crm:s 


This  is  a  study  to  compare  the  effective  contraceptive  and 
accentance  factors  of  the  Col  latex  sponge  with  the  more  conventional 
diaphragm  with  spermicidal  icily. 


TTO'NTCAl.  APPROAO ! 


f.ach  clinic  participating  in  this  trial  will  have  a  sufficiently  large 
number  of  uatients  who  desire  use  of  harrier  contraceptive  methods  to 
enroll  at  least  60  suhiects  during  a  one-year  period.  A  woman  will 
he  admitted  to  the  study  only  if  she  meets  all  of  the  following  criteri 
1)  18-40  years  of  age;  2]  general lv  healthy;  3)  no  anatomical  ahnorma- 

litles  which  might  prevent  successful  use  of  the  sponge  or  diaphragm; 

4)  sexually  active;  5)  not  known  to  be  infertile  or  sterile;  t>)  freely 
consents  to  participate  in  the  study;  7)  at  lea^t  two  menstrual  periods 
since  termination  of  the  last  pregnancy;  8)  can  conveniently  return 

for  followup.  In  evaluating  and  comparing  the  diaphragm  with  jelly  and 
the  Co llatex  sponge,  the  following  criteria  will  he  examined:  1) 
incidence  of  accidental  pregnancy;  2)  incidence  of  allergic  reaction, 
vaginal  infection,  and  other  complications,  if  any;  3)  rates  of  use 
discontinuation  and  the  reasons  for  discontinuation;  4)  Rase  of  use; 

5)  rrgularity  of  use. 


PROCRFSS 


None . 
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ST  All  !S :  Te  rm  i  nat  cd 
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])!  "\RH?  VT  O)  n.lNICM.  IWhSTI NATION 
MI.I.TV*  BI'AtrnNT  ARMV  ‘J-iWCAJ.  (TNTTP 
hi  •'!  X,\S  "9920 

ni.T.AIl.  SIH 'IT 


4  Prospective  Pandoni  :ed  Study  of  Vayinal  ami  Abdominal  Heliven 
;  ! 'A  !  :  of  the  lav  Birth  Keiyht  ’-rank  Breedi  fetus 

iV’RK  IMF  .W:  HO/" 

!'Pi.v:gpAJ.  rgi  stk.atmr:  i  tcu.c.  naiiieii ,  >«* 

ASSh'IAT!’  I‘AT.STia\TORS: 


QB.n/:n\r.s 

i'o  determine  whether  the  uncomplicated  low  birth  weiyht  franl  hired. 
,  IJWhrBrl  presentation  in  labor  should  be  delivered  by  cesarean 
section  or  vapinal  delivers’  in  order  to  minimi  ;e  maternal  and  neo- 
ii.it  a  1  rids. 

Tin  ini  c,m.  ;\rrw\vn 


Patients  present  mj:  to  the  labor  and  del  iverv  si 1 1  tt  of  each  of  the 
participating  hospitals  with  1)  a  sinyleton  frank  breedi  presentation; 

at  28  to  oh  weeks  yes  tat  ion  or  1 0(in  to  2500  it;  and  5)  with  a  com 
cal  dictation  of  4  to  "  cm,  will  be  considered  candidates  tor  the 
studv.  '’atients  with  cervical  dilitation  of  less  than  4  cr  will  he 
nanayed  for  threatened  premature  labor  as  per  the  routine  of  the  indivi 
dual  i  ns  t  i  tut  ion .  '’atients  with  cervical  dilitation  more'  than  ~  cr  do 
not  "rovide  -ufficiont  time-  for  proper  entn’  into  sudi  a  studv.  Ivor 
of  Brooch  presentation  will  be  established  by  abdominal  x -  ray  fe toy ram. 

t  i  rated  ye* tat  ior.al  aye  will  be  based  on  I.MP,  early  sir.  iny ,  when 
!-T ’T'  were  first  heard,  quickening  and  estimated  fetal  weiijht.  "ate rial 
x  rav  pel vinetrv  will  he  carried  out  on  all  patients  to  assure  adequacy 
of  the  maternal  pelvis.  Hie  patient  will  he  considered  a  candidate  for¬ 
th)  stuih-  onh  when  the  senior  resident  in  consultation  with  -  taff 
attend.iny  ayree  that  all  the  criteria  for  the  stub  have  been  net. 

PPQC.KI  sS 

\n  )  n.-uff  ie  i  ent  number  of  hospitals  part  icipa*  --d  to  make  t  lie  mu’.*  • 
center  ~  1 1 nb-  neaninyful. 


fe  it  i  nat  ed 


IF.PARTMFNT  OF  CI.IN I GM.  LNYF.STKIATIPN 
WILLIAM  RFAUMONT  .WF  MFDICAL  CFNTFR 
FI.  PASO,  TUNAS  79920 

PFTAI I.  Sin -IT 

Fffect  of  Terhutaline  on  Surface  Active  Phospholipids  in 
TITLF :  Adult  and  Fetal  Lung 


WORK  UNIT  NO:  80/9 


PR II  NCI  PAL  I  Nil  :.STI  CATOR  : 


LTC  IV.C.  Paniell ,  'T> 


ASSOC  I  AT  F  INAT.ST1  CATORS  :  David  o.  Rauls,  PhD,  DAC 


OIUFCnVFS 

To  lie t ermine  if  administration  of  Terhutaline  affects  lung 
maturation  profile  in  adult  dog  and  fetal  rabbit  lungs. 

TF.OLNI  CAL  APPROACH 

\nestheti20d  adult  beagle  dogs  will  be  studied  in  the  first  phase 
of  the  project.  They  will  be  given  .5  mgm  Terhutaline  or  placebo  in 
2f'0  cc  of  saline  over  a  two-hour  period.  Tracheal  bronchial  washings 
using  saline  will  be  done  at  cere,  two ,  four,  .and  six  hours  and  tlie 
washings  saved  and  analyzed  for  surface  active  phospholipid  content 
to  ile  t  ermine  if  acute  infusion  of  Terhutal  ine  has  affected  tlie 
phnsphol  :  n  id  content  in  the  lungs.  In  phase  two,  pregnant  rabbits 
with  i  mature  Fetuses  will  bc  riven  Terhutaline  or  a  placebo  sub¬ 
cutaneously  over  a  e-dav  period.  The  animals  will  then  he  sacrificed. 
;ind  the  fetal  and  adult  lungs  will  bc  studied  for  surface  active 
•TiO'ohei  ipiils  t<  determine  if  a  change  1 1  as  occurred, 

I'ON.blPVMsLl  biipopi;  s 
?  I  ( 1 4  ( • 
bROCRLSS 

A:  1  data  il-t -lined  to  date  i  -  -unr.ari  zed:  ler'ut  a  1 1  tie  J  n  at  n  u  >  i  ■ 
’  <  '  ‘  ,;k  acute!'  be  I  hour  v  compared  to  the  control.  ■  > 

rat  i  ■'  lor  tf.e  treated  anin.a!  no  longer  di  ffe  red  -  Tati  tual!  ‘do-  .0:, 

’  p  1  after  four  hour  • .  11  a.-  !  ratio  deerea-od  -  i  gi:  i  f  1  c;ir  t  1  ■it1  t  :  :n 
t’  r  1  (  t  L  ’rea’-d  ;ur  i  cont  rol  animal  .  Pie  ile»  o  ;m‘  from  fvu:  1  ’<  ’it 
1  ,u  (Muit'  d  t e  1  -I"'  lecreae  for  the  control  00111  and  1  t2.h  ,l>w  pm  • 

F  ■  r  Vo  touted  rrnu>.  Ho  rep  re  erit  -  a  potent  iilh  •  i  a:  1  i  :  .u;  *  ii  *•  r 

:  mat  i  "i  11:  -urfaita';!  ua  lit  dinar;;:  the  period,  arwier  ane  two  L: 

■  ii  1  d  :  -o  ib  lv  ••>':■  la.  tied  a  .-ui  ••  fleet  of  t*  •  ng  eat  <•>!  wa-  ’  me  ••:*!• 

1 1  1 1  i  or  a;  .ui  el  Iri  t  of  t he  u a-  t Let  1  c  .  '  ''.ar at  - >.  r  1 :  t  1  :  r ar  a  ; 

tjd.  add,itu-nal  tudie  1-  i  T I :  total  rabbit  ip  •  Fumed. 
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PET  AT  I .  SHEET 

Comparison  of  Effect  of  Fetal  Lung  Maturation  of  Premature 
T1TLF:  Rupture  of  'teirhranes  and  Terbutaline,  a  Beta  Adrenergic  Agent 

IVORS  LIMIT  N'O:  80/13 

PRINCIPAL  INVESTIGATOR:  Hr.  L.  Vaughn,  ML),  DAC 
ASSOCIATE  INVESTIGATORS : 


OBJECTIVES 

To  study  effects  on  fetal  lung  maturation  of  premature  rupture  of 
membrane  and  compare  these  to  patients  who  are  in  addition  treated 
with  terbutaline. 


TECHNICAL  ATPROACH 


Amiotic  fluid  analysis  of  L/S  and  evidence  of  infection  of 
obstetrical  patients  between  26  and  35  weeks  who  have  premature 
rupture  of  membranes  wrill  be  compared  to  similar  patients  who 
receive  prophylactic  terbutaline. 

PROGRESS 


rrSC  disapproved  this  project. 


Ie  mi  nated 


IIHPAKPIKNT  0!'  CLINICAL  IXYT.STI CATION 
WT  1.1,1  AM  BF.AI IMONT  ARMY  MbPICAI.  (TNTLR 
HI.  P.ASO,  THX.AS  79920 

DH.TAI  1.  S11F.1T 


Transvaginal  Absorption  of  Hstrogens  in  Patients  following 
TIT1.I  :  Pe  1  vi  c  I  rradi  at  i  on 

WORK  UNIT  NO:  80/17 

PRINCT PAL  INAT.STICATOR:  MAT  11.  Greenberg,  Ml! 

OOL  L.I..  Pennev ,  MU 

ASSncIATL.  I NYLSTI GATORS: 


OBJLCTIVES 

To  quantitate  serum  levels  of  17b-estradiol  anti  estrone  following 
vaginal  application  of  the  appropriate  cream  in  patients  who  arc 
nos t- irradiation  of  the  vaginal  epithelium. 

TP  (1  INI  CAL  APPROAQ 1 


Patient  volunteers  who  have  received  pelvic  irradiation  for  non¬ 
estrogen  dependent  neoplasms  will  be  studied.  All  estrogen  medica¬ 
tions  will  be  withdrawn  for  four  weeks.  Light  to  ten  patients  will 
be  divided  into  two  groups  randomly.  One  group  will  receive  Premar in 
1.25  mg  and  the  other  Fstrace  2  mg  intravagi nally.  Baseline  serum 
estrone  and  estradiol  conccntrat ions  will  be  obtained  and  repeated 
at  30  minutes  and  at  one  hour,  two  hours,  four  hours,  eight  hours, 
and  24  hours  following  the  medication.  One  week  later  the  groups 
will  he  reversed.  Insofar  as  possible,  patients  will  be  matched 
regarding  age,  diagnosis  and  amount  of  irradiation  received. 

m\'st!M\m.r  suppi.iis 


$774 

PRfXIRLSS 


3ix  patients  have  been  entered  to  date.  The  chromatography  and 
ujhseouent  RI A  of  estrone  and  estradiol  have  been  standardised 
and  sanpile  analysis  will  be  conducted  in  IT 81  . 


"!  M 1  :S  :  On  ,i(i  j  r.g 
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PITATL.  Si  HIT 

.  Placental  lr-vels  of  5  i-dihydroprogesterone  in  Normal  Profane. 
— — — ' ‘  ami  Those  Complicated  hv  Pre- eel amps  ia 

"°RK  L-1T  >°-:  80/25 

PRINCIPAL  INVESTIGATOR:  I.TC  IV. C.  Paniell,  MD 
ASSPCI  ATI  1  MUST  1  GATORS :  David  0.  Rauls  ,  PhD,n.AC 


OBJECT! \T.S 


To  determine  if  placentas  of  pregnancies  complicated  by  pre -eel amps  ia 
have  a  different  concentration  of  5  i - di hvdroproges tc rone  than  those 
of  uncomplicated  pregnancies. 


T!  ilPTCA;  .\PPROAfl  1 

Placentas  from  normal  and  pregnancies  complicated  by  p  re  -  ec  1  anps  i  a 
\.ill  he  studied  for  their  content  of  5a-dihydroprogestcrone.  After 
consent  has  been  obtained  from  patients  who  are  admitted  in  labor, 
the  placentas  obtained  at  birth  will  be  drained  of  blood  and  the 
membranes  excised.  Hie}’  will  then  be  weighed  and,  using  the  nass- 
snect  romete  r ,  presence  and  concentration  of  5-i-dihydroprogestorone  ''ill 
be  detorminod.  Concentration  of  5 o- dihydroprogesterone  in  pregnancies 
complicated  by  pre-eclampsia  will  be  compared  to  that  of  normal 
pregnancies .  Twenty  patients  in  each  group  will  be  studied  initially 
.uni  the  mean  levels  of  5 t - di hydroprogesterone  will  be  compared  by  Studen 
t - tes t . 


CONSTABLE  SUPPLIES 
$300 


PROGRESS 


Ouant i tat  ion  by  gas  1  i cjui cl  chromatography  mass -spoctronctiy  appears 
to  be  feasible.  Specimens  arc-  being  collected. 
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\n  Invest igation  of  the  1  ffcct  of  TippI  emcnt  al  'bo-gon  on 
(hemicallv  Induced  i;at  Lnbol  i  zat  i on 


WORh  IIN'T  NO:  "h/24 


PRf NOT PAJ.  I NAT.STT PATOR :  mi.  P.A.  Vi  chick,  'IP 


ASSOCIAT!  1 XATSTT  GATORS : 


oB.n'crmps 

To  determine  whether  or  not  supplemental  oxygen  prevents  or  lessen 
the  potentially  lethal  effects  of  chemically  induced  fat  emboli :a- 
t ion  in  dogs . 


TT.GLM  CAL  APPROACH 


(Tinical  observations  as  well  as  lung  scans  are  generally  accented 
:ts  criteria  for  determination  o<~  the  presence  of  fat  embolism  syndrome . 
In  tli is  study  laboratory  parameters  ;md  lung  scans  are  obtained  for  a 
five-day  period  in  beagles  following  injection  of  oleic  acid.  Hi  is 
data  is  collected  from  dogs  supported  on  either  room  air  or  supplemental 
oxv  gen . 


PRPGR]  SS 


Animal  testing,  was  suspended  temporarily  in  order  to  evaluate 
pro  1 i mi  nan-  work  for  possible  improvements  in  techninue,  including 
d.i scent i nuance  of  oleic  acid  tor  embolization.  Hie  facility  for 
nuclear  medicine  studies  in  animals  has  not  been  completed. 


'iATlJS:  1  li going 


1 .11 


'ii  ■'•■K!'"! t:  *  *.j.  '".*i  :•>: 
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PIT  Ml.  SMH1T 

'errart mental  Pressure  Studies  as  a  Pete  it:  inant  for  the  ',mi 
for  bac i ot or. 

.ork  n;!:  :;o;  ~9,/05 

’R!‘;i-r,'\i  [gyps  :'Tn.ATnp  :  HM.  !>.  Vi  chick,  V,P 

MS  X'l  v;a  I'ay.ST  1  (IDTPRS :  ('Vi'  h.l.  Hill,  MD:  MM  TdV.  bwart  ,  '']) 


OB.nVTTM  S 

Trauma  !  insult)  to  muscles  will  he  followed  by  an  iniurv  reaction 
resulting  in  swelling  f  interst  i  t  ial  1  f  intercellular')  of  the  involved 
: "us  .  !> ■  or  muscles .  If  the  traunat  iced  muscles  are  contained  within 
a  non. melding  compartment ,  increased  int racompart mental  pressure  can 
r  ace  a  level  where  it  exceeds  perfusion  pressure  (diastolic  or  venous 
pres  sure  I  although  distal  pulses  nay  be  present.  As  the  pressure 
within  the  compartment  approaches  the  systolic  pressure  of  the  patient 
there  is  no  tissue  perfusion  and  the  distal  pulses  are  absent.  Studies 
in  dogs  have  shown  that  the  tissue  injury  increases  as  the  duration  of 
the  i'cher.in  increases.  Hie  impedance  of  capillary  flow  and  venous 
drainage  will  set  a  stage  for  increased  swelling  fol lowed  by  increased 
venous  lockage  until  the  i nt racompart ment al  pressures  can  exceed  the 
arterial  pressure  in  the  small  vessels  of  the  involved  muse ’"s .  The 
state-  of  ischemia  caused  by  the  increase  in  i nt racompartnent a  1 
pressure  c;u;  lead  to  necrosis  and  death  of  the  involved  muscles. 

t'lir.ical  experience  lias  demonstrated  the  ability  to  prevent  muscle 
meres i  as  a  result  of  increased  compartment  a  1 / i nt  racompart  meat  a  1 
nre-sure  by  performing,  a  fasciotomy  thus  converting  the  closed  and 
pony  i  el  cling  space  to  an  expandable  area.  The  clinical  parameters 
of  compartment  syndrome  are:  (a)  Increased  circumference  of  the 
■'trinity.  (Id  Increased  pain  of  the  involved  area  out  of  proportion 
to  t.he  injury  and  accentuated  by  voluntary  motor  effort,  fed  be¬ 
en  used  motor  power  of  the  involved  muscle  group,  (d)  Decreased 
distal  sensation,  (el  Decreased  qual  it}-  of  distal  pulses. 

.so  clinical  criteria,  for  a  fasciotomy  do  not  possess  a  high  degree 
of  sen.  itivitv  in  indicating  the  necessity  for  fasciotomy.  Thus 
-  rror  of  omission  (delaying  fasciotomy  too  long!  and  commission 
pi -Horning  fasciotomy  when  it  is  truly  not  needed)  are  still  more 
! rcouent  than  desirable.  It  has  been  determined  by  Whitesides,  et  al . , 
that  as  tis-uc  pressure  readings  equal  or  exceed  30  millimeters  of 
m  rnir,  the  pat  lent  must  be  carefully  followed  with  periodic  tissue 
•-re  -up-  readings  and  monitoring  of  all  signs  and  symptoms  of  a  closed 
>  or;  a r’ m  et  wmlrorv-.  '-'milter,  as  tissue  pressures  approach  or  equal 
the  ati'-nt’  dt.i  tolic  pres-  -tire ,  a  fasciotony  is  defini  toly  indicated. 
1  ■  i k  ere  up-  f  -lf’  13  rtn  of  mercun-  should  usually  he  the  upper 
limit  ••nor  * "  ta  .  ietony  v.hen  the  diastolic  pressure  is  in  the  rangy 
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of  70  rrn  of  mercury.  It  was  found  that  tissue  recovery  is  essential  K 
complete  after  four  hours  of  ischemia,  hut  on iv  SOI  complete  after  mx 
hours  of  ischemia.  '1  he  damage  is  extensive  ;ind  irreversible  after 
eight  hours  of  ischemia.  The  contained  neurotissues  are  even  more 
sensitive  to  ischemia  th;m  muscle  and  thus  tire  duration  of  ischemia  is 
even  more  critical  following  prolonged  increase  of  int raconpartmenta 1 
pressures . 

A  stud}'  will  be  conducted  in  which  intracompartmental  pressures  of  the 
anterior  and  posterior  compartments  of  the  legs,  anterior  and  posterior 
compartments  of  the  forearm,  and  dorsal  interosseous  compartments  of  the 
hand  will  be  measured  in  various  states  of  normal,  stress  and  following 
disease  or  injury.  The  intracompartmental  pressure  values  will  be 
correlated  wi tit  the  clinical  picture  (pain,  increased  circumference, 
decreased  motor  activity  and/or  sensation,  and  quality  of  distal  pulses  i  . 
When  possible  and  feasible,  the  uninjured  extremity  will  be  used  as  a 
control.  During  this  study,  fasciotomy  will  be  performed  using  the 
accepted  clinical  indications  without  regard  to  the  values  as  determined 
by  the  intracompartmental  pressure  studies  alone. 


Three  categories  of  patients  will  be  tested,  each  group  consisting  of 
25  but  not  more  than  50  patients.  The  categories  will  be  as  follows: 

Group  1  -  Normal  volunteers  (or  noninvolved  extremities  of  Group  5  patients'). 

Group  2  -  Volunteers  who  will  perform  strenuous  physical  activity  with 
the  involved  extremity  while  compartment al  pressures  are  monitored: 
before,  during  and  after  activity. 

Group  3  -  Volunteer  patients  who  by  way  of  disease  or  injury  are  sus¬ 
pected  of  having  increased  compartmental  pressures  of  the  lower  leg, 
forearm,  or  dorsum  of  the  hand. 

A  22  or  24-gauge  intracath  will  be  inserted  into  the  compartments  to  be 
studied  or  in  question,  both  in  the  lower  and  upper  extremitv  following 
a  sterile  preping  of  the  area.  The  site  selected  for  insertion  will  be 
determined  by  the  investigator.  Tire  areas  where  muscle  is  felt  to  be 
compromised  or  to  be  normal  will  be  studied  primarily.  Areas  that 
closely  surround  fractures  or  known  hematomas  will  be  avoided  if  possible. 
The  exact  technique  for  recording  intracompartmental  pressures  will  be 
the  same  as  described  by  Matsen  et  al .  During  the  stud}',  the  compart¬ 
ment  pressures  will  be  obtained  and  correlated  with  the  clinical  picture, 
a  determination  will  be  made  as  to  whether  intracornnartment  pressures 
offer  a  significant  advantage  in  determining  the  need  for  fasciotomy 
over  known  clinical  parameters.  The  risk  of  the  study  to  the  volunteer 
participants  is  considered  to  be  minimal  and  no  greater  than  would  occur 
with  any  intramuscular  injection  with  a  small  bore  needle. 

TROGRTSS 

Appropriate  equipment  did  not  arrive  until  late  in  1V80.  Patient 
acce s s  i  ons  h a ve  be $njn . 


STATUS :  On go i ng 
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DETAIL  SHEET 


TITLE;  Effects  of  Tourniquet  Ischemia  on  Systemic  Coagulation  Mechanism 
WORK  UNIT  NO:  79/10 

PRINCIPAL  IN\T.STIGATOR:  CRT  K..T.  Cuidera,  MC 

ASSOCI ATE  I NATSTI  GATORS : 


OBJECTIVES 

Determine  if  there  are  any  abnormalities  of  the  clotting  mechanism 
created  secondary  to  an  extremity  being  under  tourniquet  ischemia 
during  surgery'. 


TECHNICAL  APPROACH 


The  effect  of  surgical  tourniquet  ischemia  has  been  investigated  by 
multiple  authors.  Wilgis  investigated  the  effects  of  this  procedure 
on  serum  pH,  p02,  specific  gravity  and  serum  solids.  Other  authors 
such  as  Dahlback  and  Paletta  have  studied  the  histological  changes 
in  striated  muscle  when  under  such  a  tourniquet  compression . 

Tiie  specific  purpose  of  this  investigation  is  to  determine  whether  an 
altered  state  of  coagulation  is  being  produced  secondary  to  surgical 
tourniquet  ischemia.  Several  tests  will  be  done  to  include  platelet 
counts,  clotting  times,  fibrinogen  levels,  CPK  isoenzyme  levels, 
fibrin  degradation  product  levels  and  in  some  cases  measurement  of 
clotting  factor  levels.  In  black  patients,  the  sickling  test  will 
be  performed. 

Ihe  subjects  of  this  study  will  be  adult  active  duty,  retired,  and 
dependent  patients  undergoing  elective  hand  surgery.  Children  and 
lactating  or  pregnant  women  will  not  be  studied.  No  medication  will 
be  administered  to  these  patients  other  than  routine  preoperative  and 
intraoperative  anesthetics .  This  study  does  not  involve  the  use  of 
medication.  The  patients  will  serve  as  their  own  controls.  The 
phases  of  this  investigation  will  include  preoperative  clotting  studies, 
intraoperative  venous  blood  samples  while  the  surgical  tourniquet  is 
inflated,  and  postoperative  plasma  clotting  studies.  These  samples 
will  he  evaluated  while  the  patient  is  in  the  hospital  and  no  further 
followup  should  be  necessary.  The  forms  used  to  record  the  data  will 
he  standard  hospital  laboratory  reports. 

PROGRESS 


None  reported. 


TATI  IS :  Termi  nated 
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DIPARTMINT  oy  CLINICAL  rATSTTC\TTr'N 
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niTATI.  Slir.IT 

The  Incidence  of  Visual-Motor  IVrceptual  Problems  in  'Vrsons 
TTTl.P:  with  Traumatic  Hand  Injuries 

CORK  HN'TT  NO:  "9/42 

PRJNOPAL  INVESTIGATOR:  M4J  M.J.  Raker,  AftSC 

ASSOCIATE  INVESTIGATORS: 


OBJECTIVES 

To  determine  if  nersons  with  traumatic  hand  injuries  have  pre-existing 
visual-motor  perceptual  problems  which  may  have  led  to  their  trauma. 


TECHNICAL  APPRO AQ1 

It  is  recognized  by  the  Federal  Government,  school  systems,  and  medical 
professionals  that  children  may  suffer  from  minimal  brain  dysfunction 
and/or  developmental  disabilities  resulting  in  sensory-motor  integra¬ 
tion  problems  or  inability  to  perform  classroom  and  play  activities  in 
a  manner  appropriate  for  their  age.  In  interviews  of  individuals  with 
traumatic  hand  injuries  it  appears  that  these  individuals  may  not  know 
where  their  hands  are  in  space  and,  therefore,  suffer  from  a  visual - 
motor  perceptual  problem,  a  form  of  sensory-motor  integration. 

The  Slosson  Drawing  Coordination  Test  is  reported  "to  screen  out  indi¬ 
viduals  suffering  from  serious  forms  of  brain  dysfunction  or  damage 
where  eve-hand  coordination  is  involved."  "A  reliability  coefficient 
of  .96  was  obtained  for  a  group  of  200  individuals,  aged  4  to  52  years." 
This  test  does  not  screen  out  individuals  with  emotional  problems  due 
to  brain  dysfunction  nor  does  it  identify  individuals  with  eve-hand 
incoordination  due  to  a  specific  visual -motor  perceptual  problem.  The 
Kinesthesia  Test  of  the  Southern  California  Sensory  Integration  Test" 
is  intended  to  measure  the  capacity’  to  perceive  joint  nos  it  ion  and 
movement."  .Although  this  test  is  standardized  for  individuals  from 
4  to  8  years  of  age,  it  is  felt  to  be  an  indicator  of  individuals  unable 
to  perceive  their  extremities  in  space,  that  is,  visual -motor 
perceptual  dys function. 

a.  The  specific  purpose  of  this  study  is  to  determine  if 
individuals  with  traumatic  hand  injuries  also  have  a  pre-existing 
visual-motor  perceptual  problem  as  measured  by  the  Slosson  Drawing 
Coordination  Test  and  the  Kinesthes ia  Test  of  the  Southern  California 
Sensory  Integrat ion  Tests  . 

b.  The  number  of  subjects  for  the  study  will  be  20  persons  with 
traumatic  hand  injuries.  The  age  range  of  these  individuals  will  he 
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18  to  30  years  of  age;  they  will  be  active  duty  military,  males  and 
females  . 


PROGRESS 


Work  continues  on  the  study.  Thirty  persons  with  traumatic  hand 
injuries  have  been  tested;  however,  only  three  persons  for  the 
control  group  or  persons  without  traumatic  hand  injuries,  have 
been  tested.  Plans  are  to  test  approximately  25  persons  without 
hand  injuries  for  the  control  group,  to  submit  results  of  testing 
for  statistical  analysis,  and  to  write  up  results  for  possible 
publication  or  presentation. 


STATUS:  Chgoing 
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wpartment  nr  clinical  iNYiiSTG-vnoN 
\v i  i . ! . t am  beaumont  armv  m.dicai.  cintfr 

F.I.  PASO,  TEXAS  '9920 
DETAIL  SHEET 

Evaluation  of  Antagonistic  Knee  Flexors  and  Extensors 
I'lTI  i  •  Hiring  '’Tone  and  Supine  Resistive  Fxercises  using  Fleet romvop^aphv 

APRK  UN’TT  NO:  80/(1 

PRINT  I  RAJ.  INVESTIGATOR:  M/VI  Kir.  R  Smith,  ^IP 
ASSOCIATE.  INVESTIGATORS : 


OBJECTIVES 

'Die  rehabilitation  of  post-operative  patellectomies  at  this  institution 
has  in  the  past  involved  the  use  of  straight  leg  raising  with  isometric 
quadriceps  exercises.  One  significant  complication  of  this  approach 
has  been  the  disruption  of  the  operative  repair.  These  exercises  are 
typically  performed  with  the  patient  in  the  supine  position.  One 
obvious  question  which  we  asked  was  whether  prone  exercises  would  facili¬ 
tate  active  joint  motion  while  concomitantly  reducing  the  strain  on  the 
surgical  site  and  thus  minimize  the  possibility  of  rupture  of  the  repair. 
Tli is  type  exercise  is  nwv  being  performed  and  the  objective  of  this  study 
is  to  ascertain  the  degree  of  muscular  activity  in  the  antagonistic 
muscle  group  (i.e.  hamstrings  versus  quadriceps)  with  resistive  exercise 
in  a  supine  or  prone  position  utilizing  the  technique  of  elect romyography . 

TECHNICAL  APPROACH 

A  study  will  be  performec  in  which  the  quantity  of  electromyographic 
activity  of  the  quadriceps  and  hamstring  muscle  groups  will  be  monitored 
while  normal  volunteers  undergo  both  prone  and  supine  knee  exercises 
with  flexion  and  extension,  respectivelv ,  against  varying  weight  on 
their  ankles.  In  addition,  both  fast  and  slow  extension  and  flexion 
will  be  performed.  A  TF.GA  Model  4  Tlectromyo graph  with  a  preamplifier 
arm  will  be  used  in  the  study.  The  surface  cathode  electrode  will  be 
secured  to  both  the  anterior  and  posterior  thigh  at  the  area  of  greatest 
muscle  bulk  (anprox.  mid-thigh)while  the  surface  anode  electrode  will  be 
placed  approximately  1  1/2  inches  distal  to  the  cathode.  Then,  the  two 
tracings  will  be  displayed  on  the  electromyograph  simultaneously.  The 
volunteers  (10  in  number)  will  then  be  asked  to  perform  knee  flexion 
(free  and  against  increasing  weights  at  10,  20,  30  lbs)  and  extension 
while  in  the  prone  and  supine  positions  respectively.  The  volunteers 
will  serve  as  their  own  control  with  the  free  movement.  The  grading 
system  of  EMC  activity  will  be  that  used  by  Rasmaiian  and  Murphy.  In 
addition  the  absolute  activity  in  microvolts  will  he  read  from  the 
oscilloscopic  output  of  the  TECA  EMC  and  recorded.  The  data  will  then 
be  assessed  for  level  of  significance  using  the  student's  paired  t-test. 


PROGRESS 


A  few  patients  have  been  studied.  Numbers  should  bo  large  enough  to 
report  the  data  in  FY81. 


STATUS:  Ingoing 
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DEPARTMENT  OF  CLINICAL  INVEST I  CAT I ON 
WILLIAM  BEAUMONT  ARMV  MEDICAL  CENTER 
EL  PASO,  TEXAS  79920 

DETAIL  S!IE!T 


TITIJ::  Molecular  Etching 

WORK  I  IN'  1 T  NO:  70/111 

PRINCIPAL  INVESTIGATOR:  B.E.F.  Reimann,  DAC 


ASSOCIATE  I NVESTI GATORS: 


OBJECTIVES 

To  obtain  general  information  on  the  ultrastructure  of  biological 
membranes  (in  particular  the  erythrocyte  membrane)  and  other  cellu¬ 
lar  organs  in  order  to  discern  their  structural  changes  under  varying 
experimental  (and  disease  related)  conditions  and,  for  this  reason, 
to  develop  techniques  by  which  the  biological  material  can  be 
investigated  in  the  least  altered  state  employing  methods  such  as 
freeze  drying  and  ionic  etching  in  conjunction  with  electron 
microscopy . 


TECHNICAL  APPROACH 

The  final  goal  is  to  subject  lyophilized  erbedded  biological  material 
to  a  bombardment  with  accelerated  ions  or  atoms  and  to  reveal  the 
obtained  structures  by  electron  microscopy.  Presently  the  experiments 
are  primarily  concerned  with  osmotic  pressures  of  erythrocytes 
employing  freezing  point  depression  osmometrv  and  direct  measurements 
with  a  Pfeffer's  cell.  A  "critical  point"  drying  chamber  has  been 
constructed. 


PROGRESS 


The  research  conducted  by  staff  of  the  Electron  Microscopy  Laboratory 
aid  members  of  the  Department  of  Biology,  New  Mexico  State  University 
on  cell  walls,  cell  membranes  and  the  mode  of  cell  division  in  Myco¬ 
bacterium  avium  resulted  in  a  presentation  entitled  "Factors  that 
Affect  the  Cell  Cycle  of  Mycobacterium  avium"  at  the  International 
Conference  on  Atypical  Mycobacteria,  6  Sep  79,  National  Jewish  Hospital 
and  Research  Genter,  Denver,  Colorado,  presented  by  McCarthy  C. 

(Assoc  Prof.  New  Mexico  State  University,  presenting  the  paper), 

Ashbaugh,  P.  (WRAMC)  and  French,  C.  (NMSU)  co-authors.  This  paper 
is  now  in  press  under  the  same  title  and  with  the  same  authors  in 
Review  of  Infectious  Diseases  (Nov-Dee)  .  The  principle  investigator 
has  participated  as  advisor  only  in  this  work,  and  consequently  docs 
not  appear  as  author.  His  contribution  is  acknowledge  in  the  publication. 
Vorv  little  work  was  done  -  with  the  exception  of  some  resin  formula 
combinations  -  on  the  actual  ionic  etching  project  due  to  the 
investigators  involvement  in  establishing  a  new  electron  microscopy 
laboratory  in  the  WBAMC  Annex  building  under  construction. 


STATUS:  Ongoing 
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DEPARTMENT  OF  CLT.NICAL  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  MEDICAL  CENTER 
F.L  PASO,  TEXAS  79920 

DPT  AT  I.  SHEET 


TITLE:  Chemotherapy  of  Cancer 
WORK  UNIT  N’O:  76/0  7 

PRINCIPAL  INVESTIGATOR:  Hr.  J.  Swanev,  MD 
ASSOCIATE  INVESTIGATORS :  Hr.  V.  MCKie,  MD 


orjectives 


The  association  of  IVBA'IC  Pediatric  Oncology  and  Hematology  Service 
with  the  various  members  of  the  Southwest  Cancer  Chemotherapy  Study 
Croup,  Pediatric  Division  (through  M.P.  .Anderson  Hospital  and  Tumor 
Institute),  Acute  Leukemia  Croup  B,  and  with  the  Children's  Hospital 
Oncology  Center,  Denver,  Colorado,  in  conducting  trials  of  chemo¬ 
therapy  in  cancer  will  (1)  obtain  the  necessary  understanding  of 
tire  cancer  process;  (2)  determine  effective  therapeutic  approaches ; 
and  (3)  provide  needed  information  to  use  in  the  care  of  children 
with  malignant  diseases.  The  association  provides  for  probing  of 
common  knowledge  and  for  better  statistical  evaluation  of  processes 
and  results . 


TECHNICAL  APPROACH 

Each  protocol  used  by  the  various  aforenamed  groups  goes  through  a 
rigorous  nrocess  of  review,  revision,  and  evaluation  prior  to  becoming, 
activated  for  groun  usage.  The  flow  of  protocol  from  author  through 
specific  disease  committee,  statistician,  committee  headquarters, 
studies  management  board,  Cancer  Investigation  Branch  of  the  National 
Cancer  Institute  is  the  usual  process.  Data  collected  by  each  member 
is  reviewed  and.  analyzed  by  the  individual  data  sent. 


PROGRESS 


None  row r ted. 


STATES :  To rmi nated 
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:  ■  it  .ont  ;«rt'  oliriMo  for  this  study  who  ;m*  rra-ivinr  ir?  ratheeal 
‘  l‘T :  ot  ro.xaf  e  e  i  ther  as  oroohv lax  is  or  for  treatment  of  central 
ni-p/ous  vs  ter  leukemia.  ^tt>ck  solutions  nr  '  V  •  t  hot  rexate  will  be 
lilutei!  to  a  concent  rat  ion  of  1  rip/cc  with  1  11 iot  t  ’<  R  solution . 

.'he  iio-i  of  't'f’iof rexate  dial  1  be  calculates!  at  1J  per  do-e 

.-.it!'  a  TMyiriur  of  lx  np/M-  per  dose.  !he  t  ining  of  the  intrathecal 
ii  lectio:;  -tall  ho  individual  lv  determined.  Records  shall  be  kept 
.•  f  ;  at  M-nt  statu-  following  injection  as  regards  headnclie,  fever,  nans 
von  ting,  etc.  Response  shall  he  determined  hv  absence  of  side  effect 
or  T'-.tir  dirinut  ion  if  thev  had  been  previously  present.  Possible 
cenfar inat ion  from  injection  of  foreign  material  mav  result  in 
toxic!  tv  which  nav  be  evidenced  by  fever,  headache,  nausea,  and/or 
vomiting  following,  intrathecal  injection  of  Methot  rexate  diluted 
■■.it!;  !  lliott's  |;  solution.  Approximately  ten  patients  per  year  will 
be  treated  on  this  protocol. 


PROflRTSS 


'.one  reported . 


1  /An!1' :  /ermi  rated 
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ITdHCd.  Aid’RdVOI 


i:c  and  phosphate  concentrations  in  maternal  and  neonatal  cord 
nlood  '.-.ill  he  correl  ited  with  the  incidence  of  neonatal  wM-  ;  r, 
a  blind  retrospective  study.  The  hynothes  is  of  increasing  ;i>,  :i] 
phosphate  levels  in  enhanced  ami  otic  fluid  bactericidal  activir. 
will  he  studied. 


1'ROdPJiSS 


<Ver  1000  samples  have  been  analyzed.  Statistical  correlation  o*' 
the  Tata  is  continuing  hut  is  slowed  due  to  inahilitv  to  retrieve 
patient  records. 


STATi'S:  Ongoing 
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HI.  PASO,  ThXAS  79920 

nirrATi.  sin.iT 


:.jT . ...  Detection  of  Toxin  by  the  Croup  R  Streptococcal  (HRS)  Organism 
V.PRK  If; IT  NO:  "8/23 


PPINCHAL  TNATSTI GATOR:  MAT  R.I..  Heath,  MD 
ASSOCIATT  INTT^TTHATOP  Robert  Frederick,  PhD 


OR.TP.CTTYPS 


To  determine  if  the  GRS  organism  has  evidence  of  producing  a  toxin. 


IT.  Q  IN  TOM.  .APPROACH 


l  ive  anil  killed  orgimisms  will  he  injected  into  rabbits.  GUIs, 
blood  rases,  and  temperatures  will  he  followed  closely.  Necropsy 
specimens  will  be  histological lv  reviewed. 

(T'N'SIJMARIP.  SIIPPUPS 


SI  243 


PROP, RTSS 


The  principal  investigator  resigned  from  the  Amy.  The  abstract 
published  in  IT 79  represents  the  final  work  on  this  protocol. 


STATIN:  Hone  lo  tod 


Di  PARlAf  \-i  ('[■  O.IMCjV.  l.WhSTTDAT  IP; 
WlTblAM  Br.Al^TT'i'  AITT  MTHICAf  'ThTTR 
r.l  iw-n,  Ti  XV.  ■'9‘> 20 

niT\!i.  snr.rr 


Antibiotic  "rophylaxis  for  Recurrent  ('titis  'ledia:  comparison 
T1T1.1  :  of  Sulfasoxizole,  frythromycin,  and  Placebo 

wort  unit  \o:  ~8./:5 

PRTNT!TPA!.  PATS  FT  U.ATnR :  I.TC  M.  Weir,  '1> 


ASSPCI  AT!  fV'TSTTllATORS : 


PH.  TT.  (TINTS 

To  compare  the  effect  of  d ironic  administrat  ion  or  oral  sul fasoxi cole , 
erythromycin  or  placebo  has  upon  the  number  of  ear  infections  in 
children  \\ith  a  histon-  ot  recurrent  otitis  media. 

TbfHXr  CAJ.  ATPROAOI 


diildren  under  the  ape  of  six  rears  who,  upon  review  of  their  out¬ 
patient  diart ,  have  a  documented  history  of  four  or  more  ear  infections 
in  the  preceding  twelve  months  will  he  cons  idered  eligible  for  the 
study,  diildren  with  previous  history  of  TT  tubes,  cleft  palate  or 
immune  disease  will  be  excluded.  \fter  informed  parental  consent,  the 
diildren  will  be  placed  on  either  >ul fa<oxi zoic  25  nifrn/k‘:/dosc  h.i.d. 
ervthromycin  10  mpn/kg/dose  h.i.d.,  or  placebo  for  a  three -month 
period.  During  this  time  the  patient  will  he  followed  monthly  w  i  t.h 
imeilance  tympanometry  .and  physical  examination.  Any  new  ear  infections 
during  this  neriod  will  be  treated  with  systemic  antibiotics  for  ten 
days.  During  the  second  and  third  three-month  period  an  alternate 
drug,  will  he  used,  bach  patient  will  lie  followed  for  nine  months  and 
will  serve  as  his  or  tier  own  control.  (Three  months  on  Sul  fasoxi  zole, 

5  months  on  placebo,  5  months  on  erythronycini  in  random  order.  At 
the  conclusion  of  the  study,  the  frequency  of  ear  infections  in 
diildren  receiving  placebo  will  he  compared  to  those  receiving  sulfa- 
soxizolo  or  ervthrpnvcin . 


PRpr.RTSS 


The  principal  investigator  was  reassigned  and  has  been  replaced  by 
1. 1  r;  heir.  No  patients  were  entered  in  IT  80  .  l:ew  pediatricians 
were  comfortable  with  tynpanocentcs is ,  a  necessary  procedure  for 
patients  with  recurrences  while  on  antibiotics.  Many  house  officers 
have  been  instructed  by  the  principal  investigator  or  Dr.  Rhodes 
l !  N'P  and  a  degree  of  expertise  is  being  achieved. 
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PI  H~A.I1  SH1-.1T 

'leaslcs,  'tumps  ;uk1  Rubella  Immunity  in  Militay  Adolescent 
'  IT!.!  :  rVpendent  s  ;  r  lor  ml  at  ion  with  1  nriun  i  zat  i  on  H  is  toy 

ni-  I'M'i'  ','0:  "9/ 12 

i’Rf.vrfPAi.  I'WnrATOR:  MV  A.  Butler,  *IP 
:\SSoci AT!'  rNATSTFlATORS : 


PB,  HAT  IMIS 

!'o  ile  to  mine  the  number  of  adolescents  with  serologic  imunity  to 
measles ,  mumps  ,  juid  rubella  and  to  correlate  this  with  their 
i  iTiioi  i  tat  i  on/di  setts  e  history. 

TMINICAI.  APPROACH 

In  September  1978  b'.S.  Any  Health  Services  Command  requested  an 
immunization  survey  he  conducted  to  determine  the  adequacy  of  the  \mv 
Medical  Departments  dependent  inmmi  tat  ions  .  Tire  impetus  for  this 
survey  was  the  Presidential  Childhood  1  nrnun i z at i on  Initiative  and 
encouragement  from  the  Surgeon  General ’s  Office.  The  occurrence  of 
large  numbers  of  measles  cases  in  junior  and  senior  high  school 
students  has  highlighted  the  need  to  assess  the  immunization  status 
pf  children  particularly  in  the  adolescent  age  group  and  to  provide 
i mini  i  zat  i on  to  those  not  known  to  he  protected.  Nearly  one-half  of 
the  reported  cases  of  measles  occur  in  teenagers,  and  fifty  percent 
of  reported  fatalities  from  measles  occurred  in  adolescents.  At  the 
present  time  there  are  onlv  limited  data  relating  to  the  actual  anti¬ 
body  status  of  a  major  segment  of  the  populat  i on .  For  obvious  reasons 
we  propose  to  determine  serologic  immunity  to  measles,  mumps,  and 
rubella  and  to  correlate  this  information  with  their  disease  or 
i  mun  i  z at  i  on  h  i  s  toy . 

Inch  year  in  May  and  August  one  day  is  set  aside  for  school  and  syrts 
physical  examinations  for  dependent  children  at  William  Beaumont  AMC. 
Approximately  six  hundred  children  are  examined  on  these  days .  Sera 
have  been  collected  from  one  hundred  and  thirty  adolescents,  after 
verbal  consent,  and  a  histoy  of  their  immunization  record  of  measles, 
mumps ,  or  rubella  immunization  or  disease  was  obtained.  Serologic 
tests  including  hemagglutination  inhibition  titers  to  measles, 
neutralization  antibody  to  mumps,  and  hemagglutination  inhibition 
titer  to  rubella  will  be  performed  with  the  assistance  of  PTC  R. 
McScott  ,  MC ,  Dept  Virology,  WRAIR,  Wash  PC.  Titers  less  than  1:4  will 
indicate  susceptibility,  greater  than  1:4  will  indicate  immunity. 


i  sn 


V 


fork  Unit  79/12 

These  data  should  provide  the  y>ronortion  of  our  adolescent  gopulat  ion 
that  have  serologic  imunity  to  measles,  ramps  and  rubella  and 
indicate  the  reliability  of  the  historv  obtained  from  the  nationt’s 
immunization  record. 


PROGRESS 


>  Vie -hundred  tventy  six  adolescents,  7]  males  and  55  females ,  ran  /  i  »g 
in  age  from  12  to  18  years  (mean  16.2  years),  were  screened  for  1 
antibody  by  both  the  Rub  index  and  the  rubella  !LM  Kit  (Table  II.  \ 
difference  in  the  nrevalence  and  distribution  of  antibodies  v.as  seen 
between  the  two  tests,  for  the  purpose  of  this  study-  only  the  titers 
derived  from  the  Rub  index  will  lie  reported  (Table  II). 

Of  the  12b  patients,  18  (14. a"')  had  no  documentation  of  rubella  inrun  i- 
zation.  One -third  of  these  (b  patients)  had  no  detectable  P.-llAI 
antibody,  while  R-ILM  titers  of  1:16  to  1:256  (GMT  40.2)  were  demon¬ 
strated  in  the  remaining  12.  The  sexes  were  equally  distributed  among 
those  who  did  and  did  not  receive  immunization. 

Hi  ere  were  108  subjects  (60  males,  48  females)  with  documented  rubella 
immunization  between  3  and  13  (mean  7.8)  years  of  ago:  an  average  of 
7.9  (range  1.6  -  9.6)  year  prior  to  screening.  No  one  received 
rub cl  la  immunization  in  infancy,  since  the  vaccine  was  not  available 
until  our  youngest  subject  was  2  years  old.  Although  108  subjects  had 
been  immunized,  R-IIAI  antibody  was  detected  in  only  90  (83.3V),  with 
a  (IMF  of  27.7  (range  1:8  -  1:256).  Antibody  was  not  found  in  18 
subjects  (lb.'7?').  There  was  no  difference  in  the  prevalence  of  anti¬ 
body  between  males  ;ind  females  (Table  III).  Fifteen  of  18  subjects 
who  had  no  detect  able  antibody  were  immunized  more  than  eight  years 
before  screening. 

All  anti  body -negative  subjects  were  re-immuni zed  wi th  rub cl 1  a  vaccine, 
and  sera  were  obtained  from  11  subjects  before  and  14  days  after  re- 
immuni  zation .  Ml  of  the  sero-negative  subjects  developed  R-HAT 
antibody  subseuuent  to  rc immuni zation ,  with  a  GW  of  82.3  (range  1:52  - 
1:512).  All  post- immunization  sera  from  this  group  were  tested  for 
R-TgM  (Table  TV).  Rubella-specific  IlAI  activity’  sensitive  to  2  'H: 

(R-TgM)  was  found  in  the  19S  portion  of  the  gradient  in  nos  t  -  imuni  zat  ion 
specimeas  from  both  subjects  not  previously  immunized. 

Re  immuni  zation  was  also  offered  to  subjects  with  low  titered  R-ILM 
antibody;  12  volunteers  provided  pre-  and  post- immuni zation  sera.  In 
these  subjects  the  pro- immuni  zat  ion  R-ILAI  antibody  had  a  GMT  of  12 
(range  1:8  -  1:32)  and  a  post- immunization  GMT  of  161  (range  l:t>4  - 
1:512).  Post- inrnuni  zat ;  -era  from  these  twelve  subjects  were  also 
tested  for  R-TgM,  and  no.  ■  found  (Table  IV) . 
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Sufficient  serum  was  available  from  six  subjects  for  testing  by  the 
Prenatal  Disease  Bureau  of  the  CDC.  There  were  sera  from  five 
previously  immunized  subjects  with  titers  <1:8,  and  one  uninriuni  zed 
subject  with  a  titer  of  <  1:8.  The  presence  of  R-TgM  in  the  latter 
serum,  and  its  absence  in  the  other  five,  were  confirmed. 
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TABLE  I 


RUBELLA  HEMAGGLUTINATION  INHIBITION  TITERS  (ll-HAl) 
BY  TWO  METHODS  IN  126  PATIENTS 


Roc  i  p  roc  pi  of  R  - 1 1A I  liter 
Number  of  Patients  (Percent) 


Method 

<8 

8-  32 

>64 

Total 

(g)* 

Rub index^ 

24 

(19.0)# 

68  (54.0) 

34  (27.8) 

1  26 

Rubella  I  LA  1  Kit  + 

42 

(55.3)# 

72  (57.1) 

12  (  9.5) 

1  2  0 

*Orthodiagnostics ,  Raratan,  NJ 
+Flow  Laboratories,  McLean,  VA 

“Statistically  significant,  p  <0.01,  by  McNemars  Test 
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TABLE  II 


RiJBHLLA  HA  I  VITERS*  EROM  126  PATIENTS  KITH  AND 
WITHOUT  DOCUMENTATION  OF  PRIOR  RUBELLA  IMMUNIZATION 


Record  of 

P  r  o  v  i  o  u  s 
i :  t:v.:n  i  ;a  t  i  on 

Reciprocal 

<8 

R-HAI 

Titers 

8-32 

/Number  of  Patients  ((. ) 

>64  Total 

Po  s  i  t  i ve 

18  (16.7) 

61 

(56.5) 

29  (26.9) 

1  U  8 

No.-.' at  i  ve 

6  (33.3) 

7 

(36.0) 

5  (27.7) 

1  8 

Total 

24  (19.0) 

68 

(59.0) 

34  (27.0) 

126 

*  Rub  index**  (0  r  thocl  i  agnos  t  ics  ,  Raratan,  NJ) 
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TABLE  IV 


RUBELLA  SPECIFIC  IMMUNOGLOBULINS  IN 

23  VACCINEES 

Immun i cat  ion 
Prior  to 

and  Serologic  Status 
Reimmun  i  zat  ion 

::ien  t  a  r  ion 
!'  (  i_c  i  en  t 

Spec i f  ic 
Immunoglobul  in 

Un  immun iced 
-r '  1:8* 

Immun i zed 
-  1:8* 

Immuni zee 
"  1:8* 

19  S 

R-  IgM 

2 

0 

0 

7  S 

R-  IgC 

2 

9 

12 

*Rube  1  l  a  hemagglutination  inhibition  titers. 
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Developmental  .Analysis  of  Heavy  and  Trace  11  orient  Hair  Content 
in  Normal  Children  and  Children  with  Attention  Disorder 


WORK  UNIT  N’Q:  80/2 

PRINCIPAL  T.WliSTI (lATOR:  l.TC  P.  l.oPiccolo 

ASSOCTATT.  INAT.STICATORS :  Dr.  Krug 

Dr.  Terry  Allen  (HTTP) 

oiukctiyks 


To  investigate  developmental  changes  in  the  influence  of  heavv  ;uul 
trace  elements  on  the  behavior  of  normal  children  and  ch i  1  dren  wit: 
attention  disorders. 


TP.  PINT  CAL  .APPROACH 

Twenty- five  normal  children  and  twenty-five  children  who  have  been 
diagnosed  as  having  an  attention  disorder  with  excessive  activate 
will  he  selected  from  each  of  the  following  age  groups :  Sevcn-vcar 
olds,  nine-year-olds,  and  el  even -year -olds  .  An  additional  group  of 
nine-year-old  at  tent  ional -disordered  children  will  he  selected  wh.o 
are  current lv  on  medication.  One  tablespoon  of  hair  will  he  collected 
from  the  nape  of  the  neck.  Ten  mm  of  hair  nearest  the  skin  will  be 
trimmed  to  provide  the  sample.  Information  will  also  he  solicited 
regarding  sudi  areas  as  the  date  of  the  most  recent  hair  washing,  u.se 
of  medication,  and  diagnostic  status.  A  cony  of  this  information 
form  is  inclosed.  Achievement  information  for  thenorr.nl  children 
will  he  acquired  using  the  Wide  Range  Achievement  Test  pVRAT) ,  while 
intelligence  scores  will  be  computed  using  the  Peabody  Picture 
Vocabulary  Test  (PP\T).  The  hair  samples  will  he  stored  in  plastic 
hags  and  coded  in  a  manner  so  that  an  individual  child's  name  is  not 
associated  with  the  results.  Once  the  required  number  of  hair  samples 
has  been  acquired,  the  samples  will  be  analyzed  using  atomic  absorption 
spectroscope.  Comparisons  of  each  of  the  element  levels  for  the 
normal  and  attention  disordered  children  will  be  made  in  order  to 
identify  a  possible  relationship  between  the  levels  of  certain 
elements  and  the  performance  of  certain  intellectual  activities. 

PRPCRTSS 


Our  collection  of  hair  samples  from  William  Beaumont  AMC  children 
is  now  complete.  One  hundred  one  (101)  sarnies  have  been  collected 
from  59  hyperkinetic  children  (approximately  even  lv  divided  among, 
the  b-9,  10-12,  and  13-19  age  groups)  and  forty- two  (421  controls. 
The  control  samples  are  predominantly  in  the  younger  age  group,  ;md 
we  may  add  some  samples  from  18  rear  olds  at  1HTP.  The  samples  are 
presently  being,  analyzed  for  trace  .petals. 
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1  nvost  igat  ion  of  the  Concents,  Perceptions  ;md  Fxpoctat  ions 
of  Parents  Com ng  to  the  lVvelopmental  !  valuation  'Clinic  fm 
the  1  mt  tine 

---he  S't/27 


‘TRV,  !'AT.ST!CAT'1R: 


GT  1  .  K nip ,  MI) 


I  G'PGI  CATCR5 : 


ran  crivos 


undo  the  concerns,  perceptions  and  expectations  of  parents 

i  ci.  i  Iiiivr.  Cave  developmental  nroblems,  when  tiiey  cone'  to  the 

•  !i-v<  h'.prvnh!’.  ••valuation  prop, ran. 

T1  GiMTAJ.  APPROACH 

'•!’.  parents  ‘ringing  their  children  to  the  OF,  clinic  for  the  first 
f  i •  v  :  initial  wrrkuni  will  be  asked  to  complete  a  questionnaire, 
her  1  uutm t ionnai res  have  been  accumulated  summary  statistics 
'•••  i ! !  be  ana  lyr.Ov*  to  determine  (11  the  most  common  source  of 
referral  to  the  0!  Clinic.  (2)  the  most  common  questions  to 

■  :i>  •  a  rents  wanted  an  answer;  (31  the  accuracy'  of  parent  perceptions 
’•*  >:>it  the  funct  ion  and  capabilities  of  the  OP  Clinic;  and  (41  the 

sra1.  v  of  parent  perceptions  of  their  child's  problem.  A  followup 
i>'  tenmnre  will  be  utilized  to  determine  the  correlation  between 

•  an.  v  :  ••■  rcert  ions /b  iases  and  the  decree  of  ease  for  difficult)-) 

c  wi. :  •_•'•’  01  p  rescript  ions  are  carried  out.  It  may  he  that 

•  'T"  1  I  an  co  with  OP  supp.es  t  ions  and  regimens  is  related  more  to 

■  a  rent  understanding  of  the  problem  than  to  resistance  to  the  node  of 

“  •  rape  per  so.  The  acquisition  of  this  information  nay  allow  us  hotter 
to  meet  the  needs  of  our  patients  and  their  families  in  the  Developmental 
;  va 1 uat ion  Clinic. 


PROCRTSS 


li'prox i matel v  30  questionnaires  have  been  distributed  to  parents  at 
this  (Lit <.  .  It  is  planned  to  distribute  50  more. 
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TITI.F :  Counter! nnimoel ect rophores is  in  Consunnurat  i  ve  Otitis  Media 
U’ORK  UNIT  NO:  80/34 

PRINCTPAF  IAtT.S.TlCATOR:  I.TC  M.  heir,  'ID 
ASS  OCT  AT!'  IN'TSTTOATORS : 


ORJF(TT\T.S 


Test  tiie  possibility  that  antigen  persists  in  middle  ear  fluid  after 
suppurative  becomes  nonsuppurative  otitis  media.  It  is  known  that 
20-30%  of  middle  ear  effusions  will  remain  culture  positive  after  the 
standard  course  of  ten  days  of  antibiotics  and  even  though  the  fluid 
on  followup  examinations  has  become  serous.  Further  evidence  of 
persistent  infection  would  alter  therapv  in  that  initiation  or  con¬ 
tinuation  of  antibiotics  might  be  indicated.  That  is,  patients  who 
present  with  serous  fluid  or  develop  serous  fluid  after  a  standard 
ten  day  course  of  antibiotics  may  need  antibiotic  therapy.  Twenty 
to  thirtv  natients  will  be  screened  in  this  pilot  study  and  if 
persistent  infection  appears  common,  a  studv  of  extended  treatment 
regimens  will  be  proposed. 

TF.G  INI  CAL  APPROACH 

The  usual  indications  for  mvringotomy  and  pp  tubes  include  persistent 
or  recurrent  suppurative  and  nonsuppurat i ve  otitis  media.  'Die  duration 
criterion  for  persistence  of  nonsuppurat ive  otitis  media  is  2-3  months. 
This,  with  or  without  a  conductive  hearing  loss,  is  the  most  common 
indication  for  the  procedure.  Patients  are  normally  referred  from 
Pediatrics  to  I  AT  for  consideration  for  the  procedure.  Patient  selection 
will  be  by  the  FAT  specialist  and  not  by  the  primary  investigator.  IVhcn 
the  procedure  is  performed,  the  middle  car  effusions  will  be  aspirated, 
the  aspirate  preserved  in  a  mucus  trap,  and  transported  to  the  lahora- 
torv  for  Cir,  culture  and  gram  stain.  .Aspiration  is  stamlard  .and  no 
additional  risk  will  result  from  this  studv. 

QANSllMABLF  SUPPLTFS 
$200 

PPCKFRFSS 


Specimens  have  been  collected  for  two  ears,  'lore  patients 
accumulated.  An  unforeseen  problem  of  obtaining  a  reagent 
of  the  country  is  limiting  use  of  CIF,  but  should  not  he  a 
much  longer. 
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"Plv;iT?'\:  id'1  ’CM'1'!':  '-’(inert  C.  ilusebus,  PhP,  (Pi,  'F' 
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•Td  .’I  1  \!.S 

r  •  purpose  nf  this  research  was  to  determine  the  extent  to  which 
v;  ■counr  infants  are  able  to  discriminate  parents  from  strangers 
of  the  same  sex:  the  present  protocol  involved  comparison  between 
fathers  and  r;ale  strangers. 

TMUMC-M.  APPROAni 

Barents  are  to  be  contacted  within  1-2  days  of  birth  and  the  planned 
reseai'd',  will  lie  hrieflv  described.  Titos e  who  express  interest  in  the 
studv  will  he  contacted  annroxi mat el y  one  weel  later  and  will  be  given 
a  consent  form,  for  each  comparison  (father's  vs  male  stranger,  and 
mother  vs  father)  the  reaction  of  12  -  15  infants  between  1  ;ind  2 
t.'eei-s  of  age  will  he  compared. 

RRjM'RhSS 

"here  were  results  from  20  infants  which  met  the  criteria  of  sufficient 
-rving  and  of  sufficient  pausing  while  the  adults  were  speaking,  to  the 
infants .  The  run  or  comparison  of  interest  was  the  extent  to  which 
infants  would  pause  from  crying  more  readily  to  their  father's  voices 
than  to  a  male  stranger's  voice.  (I.arlier  published  research  revealed 
that  infants  discriminated  their  mother's  voices  from  female  stranger's 
voices  and  paused  significantly  sooner  when  their  mothers  spoke) .  Two 
scorers,  worked  i  ndependent  lv  and  simultaneously  to  transcribe  ;in  event 
recorded  the  pattern  of  cries  ;ind  pauses  emitted  by  each  infant  ;md 
to  cadi  adult.  The  percent  agreement  as  to  whidi  adult  the  criterion 
pause  occurred  first  was  calculated;  in  23  of  24  cases  there  was  agree 
rent  -  for  a  '45°,  rate  of  agreement .  Ihe  latencies  to  criterion  pause-- 
for  father  and  stranger  were  compared  by  means  of  t  -tost  for  paired 
comparisons .  hie  results  were  as  follows:  t  =  2.422',  p  .41  ,  a 
highlv  s  ign i  fi cant  difference  in  favor  of  the  fathers.  Hum  ,  the 
infants  paused  significantly  sooner  when  their  fathers  spoke  to  them 
supporting  the  conclusion  that  infants  with  ;ir.  average  age  of  2  weeks 
can  and  do  differentiate  their  father’s  voices  from  strangers*  voice-. 
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.he  i  fleet  of  Instructional  Pretraining  .and  Type  of  Treatment 
I  '  ' or.  the  \atui s  i  t ion  of  .-Assertive  Behavior 

:  “8/n4 
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0B.T.(TI\T.S 

I'h  purpose  of  the  study  is  to  compare  the  effectiveness  of  two 
nethe<is  cf  psychotherapy  i behavioral  and  i ns ight -oriented)  used 
conjunction  with  i nst nact  ional  retraining  on  development  of 
as  - 1  >rt  i  ve  iichaviors  . 

irniNTCAi.  approach 

'  tot  al  of  SO  volunteer  subjects  Kill  be  selected  from  among  the 
;  at. i er.t  population  of  the  Psychology  Service  of  Killian  Beaumont 
•\rry  Medical  (enter  in  !  1  Paso,  Texas.  All  subjects  will  be 
»>s  tgned  to  one  of  five  groups.  The  purpose  of  these  groups  vi.i 
■  to  aid  each  siili  iect  in  hisdier  ability  to  behave  assert  ivoIv  ;unl 
*o  determine  which  of  the  five  methods  to  be  used  is  nost  effective 
m  teach,  ing  this  shill.  The  procedures  to  be  followed  and  qualifica¬ 
tion.  of  the  therapists  to  be  used  are  described  in  detail  in  the 
oriyinallv  submitted  protocol. 

ri-’fH  (RTSS 

I ' : e  studv  investigated  the  effect  of  behavior  tlieranv,  ins ight  • 
oriented  therapy,  and  instructional  pro training  on  the  acquisition 
ur  assertive  behavior.  The  dependent  variables  were  the  expression 
of  positive  assertive  statements,  the  expression  of  negative 
assertive  statements,  and  the  predisposition  to  respond  assertively. 
The  i ndependent  variables  of  tvpe  of  treatment  and  ty;  e  of  pretraininj: 
were  combined  in  a  completely  randomized  2x2  multifactor  design 
with  a  fifth  group  added  which  received  instructional  pretraininj: 
or.lv .  It  was  hy]X>thes  i  zed  that  subjects  receiving  behavior  therapy 
plus  instructional  pretrainin'’  would  score  significantly  higher  on 
Kehavioral  and  self-report  measures  of  assertion  immediatclv  after 
•  reatnent  an<’  .70  davs  following  treatment. 

\  total  of  40  sul'jocts  were  randomly  .ass  i  gned  to  one  of  the  five 
groin's,  and  treatment  and  control  procedures  were  ran  don  lv  ass  i. mod 
to  the  groups .  The  subjects  wore  post-tested  i mediately  after 
treatment  and  70  davs  following  treatment  us  in;:  behavioral  measures 


In  !  hll  t  ~b  '  ‘  ' 


of  positive  ;uul  reset  i  ve  assertion  and  a  sol  f rc'^rt  rrasun  of 
assert  ion.  file  behavioral  measures  consisted  of  a  p^s  i  t :  \t  ;is>«.  rt 
score  and  negative  assertion  score  detained  f ron  the  independent 
ratines  of  th.c  subjects'  resimnses  to  videotaped  situat  ions  and 
writ  ten  statements  requiring  the  expression  of  positive  and  nc<’at  i  v< 
assertion,  i'he  scl  f- report  measure  was  the  Adult  Scl  f -lixeres-;  b-n 
Scale .  —  — 

Behavior  therapy  consisted  of  modeling,  feedback  ,  and  bchavi*  r 
rehearsal  us  in*.;  videotaped  assertive  problem  scenes  .  ! ns i gh t  • 

oriented  therapy  consisted  of  the  identification  or  assertive 
problems  and  the  exploration  of  fee  linns  through  the  use  of 
ennath i c  responses  hv  the  therapists .  All  treatment  was  administered 
individually  in  four  sessions  which  occurred  within  two  week-  oi 
p  retraining.  T!ie  instructional  p  retraining  procedures  consisted  : 
a  videotaped  presentation  containing  instructions  about  the  compor-.  r ; t  s 
of  assertive  behavior  and  assertive  responses .  Hxamrlcs  of  assertive 
response  were  modeled.  Subjects  receiving  only  instructional  pre- 
training  viewed  the  videotaped  presentation  aid  were  post -tested  two 
weeks  later. 

Result  -•  of  univariate  AVh'A  revealed  a  signi  ficant  difference  :  .1 

among,  tlie  five  groups  on  the  negative  assertion  score  obtained  :‘ro: 
the  videotaped  measure  immediately  following  treatment.  \W\  to-v- 
for  the  other  dependent  measures  were  statistical  lv  nonsigni  ficant  . 
Mult i pic  comparisons  of  the  negative  assertion  near  scores  on  t!s 
videotaped  measure  using  the  Schcffe  procedure  resulted  in  a  sign;  f;  va 
difference  between  groups  which  received  behavior  therapy  and  the--, 
receiving,  i  ns  ight-ori  ented  therapy.  Subjects  who  Received  hehavi  r 
therapy  made  signi  ficant  lv  more  negative  assort  ions  on  the  videora-vd 
measure.  Flic  influence  of  instructional  pretraining  was  found  to  K 
nons  igni  ficant.  .Via  lysis  of  the  assertion  scores  on  the  written 
statements  and  the  adult  Sel  f-llxpross  ion  Scale  resulted  in  no  signi  fie 
differences  amont  the  groups  immediately  ater  treatment  and  davs 
fol  1  owing,  t rent  merit  . 

ihe  hypothesis  that  the  coni' i nat i on  of  instructional  pretrai  sins  and 
behavior  therapy  would  result  in  s  i  551  i  ficant  lv  higher  scores  ,,n  the 
behavioral  and  self-report  measures  was  not  supported.  '[he  inde ponder 
variable  which  contributed  to  higher  negative  assertion  scores  was  tin 
type  of  treatment  received.  Subjects  receiving  behavior  therapy  made 
s  igni  ficantly  more  negative  assertive  statements  on  the  vi  tk'< 'taped 
measure  than  subjects  who  received  insight-oriented  therapy  or 
instructional  pretraining  only. 

The  results  of  the  studv  supported  the  use  of  behavior  theraps  a--  a 
me  tliod  of  treating,  assertive  problems.  'Tlie  use  of  an  instruct  ionai 
pretraining  comtx'nent  was  not  supj'nrted.  Ihe  results  questioned  tin- 
need  for  sperific  training  in  positive  assertion.  The  result-  were  al 


loo 


■ant 
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seen  as  supporting  the  contention  that  behavioral  Pleasures  are  mv 
effective  discriminators  of  assertive  behavior  than  sel  f-ivmrt  measures. 
It  was  recommended  that  future  researdi  examine  the  need  for  trainin'; 
in  positive  assertion  and  that  the  present  study  should  he  replicated 
using  a  no- treatment  and  no-pretraining  control  group.  This  data  i; 
nou  being  expanded  and  submitted  as  a  dissertation  in  partial  fulfill  lnent 
of  tiie  Doctor  of  Philosophy  degree  in  psychology. 


STAl'US  :  Comp  1  e ted . 
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'>LPARTMI:\T  01  CLINICAL  INAT^TICATinN 
All. LIAM  HIAUMONT  ARMY  M'lWIA!  CIATIT' 
LL  PASO ,  TLXAS  79920 


nri’Ai  1.  surri' 


Inventory  Construction  Attentional  and  ’Hi  inking  SI  1 1 1 
1  LI  1 .1  :  Assessment  for  Children 

'CORK  LINT?  NO:  "0/1 1 

PRINCIPAL  INAISIICATQR:  MAT  Bent  ham,  MSC 
ASSi  X 1 1  AIT  f  N\1  'ST  I  <  IAK  IRS : 


oRn'.crm's 

To  improve  our  description  of  both  normal  and  learning  disabled 
childrens'  attentional  ability. 

TLOINICAI.  APPROAd I 

Li  f teen  diildren  diagnosed  hvpernct ive/leaming  disabled  by  our 
Pediatric  Department  and  fifteen  diildren  randomly  assigned  to 
attend  regular  classrooms  and  are  diagnosed  to  be  normal  diildren 
Kill  form  the  sample.  A  task  with  three  different  parts  will  be 
used  to  provide  a  score  for  each  of  the  specific  skills  mentioned 
previously.  A  modified  card  sorting  task  will  provide  information 
concerning  the  diild's  distract ibi 1 i ty,  flexibility  of  attention, 
and  degree  of  concentration.  A  stimulus  familiarization  task  will 
be  used  to  index  the  child's  di struct ib il i ty  and  the  breadth  cf 
attention.  A  modified  version  of  a  vigilent  task  will  be  used  to 
indicate  the  diild's  di  stractabil  i  ty ,  ability  to  maintain  an  at  tor. - 
tional  set  ;md  the  degree  of  concentration.  This  representation 
will  pemit  the  identification  of  those  skill  areas  which  are  weak 
as  well  as  the  child's  skills  which  arc  satisfactory.  A  fol  lowtqi 
study  increasing  the  sample  size  will  be  proposed  at  a  future  date 
if  significance  is  found  during  the  proposed  stud)'. 


PROGRESS 


None 


NTA'II'S: 
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dipaptmiat  ni  (iwicai.  inti :sti cation 

■VI  l.I.T.AM  APl'Y  M!  DICAI.  CI  '.TI  R 

ii.  I'A.so  TIT  AS  "’9920 

PITA  1 1  SI  TIT 


:  p-]_;  ;  Development  of  a  Computerized  Trauma  Registry 


WTT  UNIT  W<v  -(l/no 

IMT-'CirAJ.  T1ATSTICATPP :  i.TC  J.P.  Collins  .Tr,  MI),  and 

II. T  William  .J.  Klenke,  MSC 

ASSOC  I  ATI'  PAT.STTCATORS : 


ORTITTT'TS 

To  complete  development  of  an  automated  system  for  storage,  retrieval, 
and  processing  of  pertinent  data  for  patients  with  traumatic  ini  urn  at 

1  i'!V\MC 

|  TT.CHNTC.AI.  .AlTROAOl 

I 

j  A  computer  program  will  he  written  to  allow  the  entering,  editing, 

j  displaying.,  sorting,  classifying  and  analyzing  of  patient  information. 

The  patients  will  he  restricted  to  those  who  are  admitted  to  the  Trauma 
Ward.  These  records  will  he  used  to  analyze  the  epidemiology  of 

(traumatic  injury  and  the  effectiveness  of  therapeutic  modalities  in 

the  management  of  injured  patients. 

,  CONSUMABU:  SUPPLIES 


$  39  6 

PROCiRf.SS 

The  data  from  years  prior  to  1980  were  coded  and  saved  on  the  IBM  1400 
1  located  in  MISO)  with  no  means  of  retrieval  or  transfer.  This  data 
was  successfully  removed,  interpreted,  and  saved  on  the  Hewlett  Packard 
9843  computer  (located  in  Dept  Clinical  Investigation).  All  data  from 
t  mid- 1980  to  the  present  has  been  captured  by  direct  or  manual  entry 

i  by  the  Dept  ot  Surgery .  Analysis  of  these  data  bases  has  begun,  to 

|  determine  the  validity  and  completeness  of  the  data.  Data  concerning  the 

!  peak  hours  of  utilization,  the  most  common  injury,  and  characteristics 

of  a  patient  with  a  specific  injury  have  been  examined  with  regard  to 
increasing  efficiency,  hut  this  analysis  has  only  been  done  in  a  cursory 
manner.  A  significant  event  affecting  this  protocol  this  year  was 
;u|uisition  of  disk  storage  devices  to  expand  data  storage/processing 
can ah i 1 i t  ies  . 
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!>n\\Kr'ti:\T  nr  aiNic.u.  investigation 
WTK1.1AM  BEAUMONT  ARM^'  M  D1CAE  CENTER 
n,  PASO,  TEXAS  ”9920 

HIT  AIL  SHH1T 


TITI.r :  Pathophysiology  and  Treatment  of  Hemorrhagic  ;md  Traumat  ic  Shock 
WORK  UNIT  NO:  77/24 


PRINCIPAL  TIATSTTCATOR:  I.TC  .T.  Collins,  MC 
ASSOCI ATP.  TNYLSTI GATORS : 


OBJECTIVES 


To  study  the  nathophys iology  and  treatment  of  hemorrhagic  and 
traumatic  shock  and  the  effect  of  vasodilation,  steroids,  and 
fibrinolysin  on  tit  esc  types  of  shock. 

TECHNICAL  APPRO AQ 1 

Disseminated  Intravascular  Coagulation  (DIC)  and  fatality  have  been 
shown  to  require  the  presence  of  slow  capillary  flow  (shock)  and  the 
presence  of  a  throirboplastic  material  in  the  blood  stream.  It  is 
proposed  to  test  the  efficacy'  of  phenoxvbenz amine  (an  alpha  blocking 
agent),  steroids,  and  fibrinolysin  in  the  prevention  of  DIC  following 
traumatic  shock. 


PROGRESS 


No  additional  studies  have  been  done.  A  publication  was  reported 
last  year. 


STATUS :  Comp  1  e t  e d 
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!  H  i 'ART'!  NT  OJ-  CLI  NT  CAT  INVESTIGATION 
WILLIAM  BEAUMONT  ARMY  ML.  D I  CM.  CENTER 
ML  PASO,  TEXAS  ”9920 

DMA!!.  SI IEJT 


TIT!.!  :  National  Intraocular  Lons  Imp  lan  tat  ion  Studv 

WORK  UNIT'  NO:  ”8/0  3 

PRI NC 1 PAI  I \A1  STIGA'l  OR~. VAl  Donald  d.  Berlin,  ML 
~  ’  M\J  Elovd  M.  Cornel  1  ,  MC 

.ASSORT  ATI:  1 1AT.STI  GATORS : 


0B.rm'ivp.s 

To  participate  in  the  study  of  clinical  results  of  implantations  of 
intraocular  lenses  organized  by  the  Intraocular  Lens  Manufacturer's 
■Association  in  resiion.se  to  directives  of  the  Ophthalmic  Classifica¬ 
tion  Panel,  PDA. 

TC(1  INI  CAL  APPROACH 

At  intraocular  leas  is  a  prosthetic  replacement  for  the  eye's 
crystalline  lens.  It  is  placed  in  the  eye  at  the  time  of  cataract 
surgery,  where  it  is  fixated  by  a  variety  of  means,  with  the  intention 
that  it  remain  perrxuient  ly  and  correct  the  large  refractive  error 
remaining  after  conventional  cataract  surgery. 

PROGRESS 

Iron  1  duly  1979  to  1  March  1980  a  total  of  12  cataract  removal  surge rie 
with  imp  lan  tat  ion  of  intraocular  lens  have  been  per  fenc'd.  Ml  patients 
have  been  followed  as  outpatients  as  required  hy  PDA.  The  <OP,  as 
presented  to  the  Clinical  Investigation  Committee-,  has  been  followed. 
There  have  been  six  compl i cat  ions  in  the  entire  series  of  ”2  patient- 
dating  back  to  1978. 

('5  year-old  female  reported  in  19”8  who  ileve loped  endothelial 
decompensation  and  nicrocystic  edema  seven  months  following,  surgerv. 

Date  of  surgery  was  2!'  Nov  ””  o.p.,  and  23  Mar  ~S,  o.s. 

Patient  has  undergone  corneal  transplant  on  the  right  eve  performed  In- 
Dr.  Robert  R.  Sexton,  'ID,  Silver  City,  N.M.  Ihe  possibility  exists 
that  a  corneal  transplant  nay  also  be  required  for  the  left  eye. 

Sixtv  eight  year  old  male  had  surgery  with  iqilantat ion  of 
intraocular  lens  1  Nov  ”9  of  the  left  eye.  The  patient  develop'd 
corneal  edema  three  davs  ;v>s  tope  rat  ivelv ,  and  the  lens  was  removed. 

The  patient  is  doing,  well  and  visual  acuity  in  the  onerated  eye  is 

T/3i> . 
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-  Sixty  -  five  year  old  nale  underwent  implantation  of  an  m.t!  ., 
ocular  lens  on  the  right  eye  on  20  Anr  78.  The  patient  dew  loned 
pseudophakic  bullous  keratopathy  and  underwent  a  nenet  rat  i  r.n 
keratoplasty  associated  witli  an  anterior  vitrectomy  on  0  k*h  S1 

at  Fitzsinons  Arm'  Medical  Center.  The  patient  is  doing  well  .it 
tJiis  tine. 

-  Sixty-eight  year  old  nale  underwent  intraocular  len.-  it:  la 
of  the  right  eye  on  18  dan  79 .  The  patient  has  developed  cestoid 
macular  edema  which  is  being  treated  with  celestone  inic-ct  ior.s  . 

-  Sixty- two  year  old  female  had  implantation  of  intraocular 
lens  on  the  left  eye  23  Feb  "8.  The  patient  had  recurrent  hvnh.e'vi 
and  decreased  vision.  The  lens  was  removed  surgical lv  on  31  ban  5 
Ihe  patient's  visual  acuity  is  20/25  with  a  contact  lens. 

-  Sixty- four  year  old  female  had  removal  of  cataract  from  the 
left  eye  with  implantation  of  an  intraocular  lens  17  Apr  "9.  The 
patient  has  developed  cystoid  macular  edema  which  is  being,  treat <-d 
with  injections  of  steroids.  The  possibility’  of  removal  of  the 
lens  is  being  considered. 

There  were  no  undue  complications  either  technically  or  surgical!-, 
associated  with  any  of  the  above  cases.  The  next  scheduled 
annual  review  ls  in  April  1981. 


STATUS:  Ongoing 
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Perioperative  Thrombosis  Prophvlaxis  in  Patients  with 
TITI.r :  Peripheral  Vascular  Disease 

NVRK  UNTT  .\'Q :  79/43 

PP  TATI  PAD  INVLST1VAT0R:  PTC  J.T.  Collins,  MD 
ASSOC  I  AT1:  I  NYT.STI  CATORS : 


ORjr.CTI\T.S 

To  determine  the  efficacy  and  safety  of  low-dose  heparin 
prophylaxis  in  patients  undergoing  peripheral  vascular  surgery. 

TP  Q  INI CAL  APPROACH 


Patients  entering  the  hospital  for  a  proximal  revascularization 
(aorto-iliac  bypass,  aorto-iliac  endaterectomy ,  or  aorto-femoral 
bypass)  procedure  will  be  randomly  assigned  to  cither  a  control 
or  a  treatment  group.  Patients  in  the  control  group  will  receive 
no  thrombosis  prophylaxis.  Patients  in  the  treatment  group  will 
receive  500  u  of  heparin  subcutancouslv  each  12  hours  for  ten  days 
after  the  methods  of  Kakkar  and  co -workers ,  and  Plane  and  co-workers. 
Heparin  given  intraoperatively  will  be  reversed  in  keeping  with 
our  usual  practice. 

Venous  thrombosis  will  be  demonstrated  using  the  1 251 -fibrinogen 
leg  scans.  1251 -fibrinogen  is  conve reted  to  fibrin  under  the 
influence  of  thrombin,  thus  incorporating  1251  into  a  developing 
clot . 

Commerically  available  1251 -fibrinogen  is  a  derivative  of  s ingle - 
donor  human  plasma.  These  donors  are  carefully  screened  for  blood 
home,  transmissible  diseases,  particularly  hepatitis.  No  cases 
of  hepatitis  or  other  illnesses  have  been  reported  with  the  product 
to  be  used. 

To  perform  the  test,  the  freeze  dried  preparation  is  reconstituted 
with  sterile  water  at  the  time  of  injection.  A  routine  1  cc  dose 
consists  of  2  mgm  of  clottable  protein,  and  140  mCi  of  1251.  All 
patients  will  receive  250  mg  (5  drops)  of  saturated  KI  orally  24- 
hours  prior  to  injection  of  1251  -  fibrinogen  to  effect  thyroid 
1ockade 

1251  decays  by  electron  capture  with  a  physical  half-life  of  bO 
davs .  There  is  no  beta  emission.  Photons  are  of  x-rav  (35  K1AA 
and  ’■  x-ray  (28  Kit'd  . 
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!. eternal  radiation  a  1  .  ?■  •  !'X  /:i i  at  1  at.  Padi ; it  i  i  »i  In-  >,  r»  t  r.  ;  .1 
fol  low  :  thvroid  i  unh  locked  i  ,  1.5  R/100  ('1  ;  t!:vr<'ul  d  p  1 .  ,}  ,  . 

R/ IP!)  11  ;  u ho  1 1-  hmlv,  n.i!.?  !' ']('!'  Cj  . 

The  aibninistrat  ion  of  1251  -  fibrinogen  am!  -c  1  nt  1  1  1  at  1  a-  c  ,,  .  . 

each  pat  i cnt  will  be  performed  by  the  Nuclear  'V'dicin  .erv:  •  ,  A! 

uniler  the  direction  of  I.TC  II. V,.  Henry  ,  Mf .  11. i-  thrord  u*  1-  •  ,  • 

be  purchased  by  the  IV*pt  Clinical  Investigation,  ut  i  1 1  n  .  t  1 1  !  :  z 
activated  <odiur  iodide  crystal .  Counts  will  he  taken  dm!. 

24 -hours  after  injection  of  the  isotope  and  for  a  period  e.f  t.-i.  due 
unless  an  abnormal  scan  is  noted.  Therefore,  the  f  i  r<t  Ckw  >  .ill 
given  two  days  before  the  operation. 

The  scanning  procedure  consists  of  passing  the  above  du-c ri>  .  sand 
held  device  over  the  patients '  sternum  and  at  various  level  -  of 
lower  extremities  for  periods  of  five  to  thirty  seconds  .  V  ni—;C. 
concentrations  of  1 2 S I  in  the  lower  extremities  correlate-  well  wit!, 
deep  venous  thrombosis.  The  counting  device  is  easily  t  ram  ;*>  r?  •  ■  : , 
the  exam  is  auick  and  non  injurious  to  the  patient,  ;uu!  it  will  T 
performed  at  the  patients'  bedside.  1251 -fibrinogen  leg  scanni 
is  now  a  well  -  accepted  procedure  in  many  hospitals. 

Accurate  documentation  of  all  other  thrombotic  events  will  a! 
sought.  Cerebrovascular  accident  will  be  diagnosed  clinically  and 
confirmation  will  he  sought  by  vascular  and  statis  brain  sain-  . 
Suspected  myocardial  infarction  will  he  confirmed  hv  elect rocavdu 
gram  .and  serial  cardiac  enevrne  tic  term'  .at  ions  .  Patients  who  d/-w  i a 
a  positive  1251  -  fibrinogen  scan  will  have  a  phleborheogr.m'  pi vo-mu  : 
dai  ly .  If  the  phleborheogram  is  positive,  the  case  will  !h  bid  go  1  a 
failure  of  prophylaxis,  and  heparin  will  he  begun  hv  continual- 
infusion  with  the  goal  of  keeping  the  activated  partial  thrombi'-!:'  t  it 
time  at  1.5  to  2.5  times  normal.  Fh 1 chorheo graph v  as  devela  a  -v 
Cranley  and  co-workcrs  has  been  confirmed  by  us  to  be  '15. A  accurst- 
for  detecting  clinically  significant  venous  thrombi,  i’hlebor.--  -rs- •  . 
is  a  non  invasive  test  with  no  risks  to  the  patient.  Suspect  i-d  .  - 1 1 1  ■ 

ary  embolism  will  be  confirmed  by  chest  x-ray,  arterial  blood  gas-.  -  , 
pulmonary  scans,  and  pulmonary  arteriography  when  indicated. 

All  patients  will  be  counselled  regarding  the  various  rami fi cat  ions 
of  the  protocol  and  will  sign  a  human  volunteer  agreement  prior  te 
entry  into  the  study.  It  is  estimated  that  100  patients  will  bl¬ 
ent  ered  into  tire  protocol  over  a  two-year  period.  Data  concerning 
tire  perioperative  management  will  he  available  at  the  end  of  two 
years.  In  the  unlikely  event  that  a  patient  with  a  contraindication 
or  allergy  to  heparin  should  he  considered  for  operation,  he  will 
excluded  from  the  studv.  Female  patients,  aged  15  to  50  years,  will 
be  screened  with  pregnancy  tests  and  positive  results  will  serve  as 
a  basis  for  elimination  from  this  protocol. 


ri 


Should  a  hemorrhagic  complication  develop,  heparin  administration 
will  be  discontinued.  Although  ecchvmoses  may  develop  at  the  site 
of  heparin  injection,  the  chance  of  developing  wound  hematomas  or 
life  threatening  hemorrhage  from  low- dose  heparin,  properly 
administered,  is  essentially  nil.  A  thrombin  time  will  he  obtained 
and  circulating  heparin  will  be  neutralized  by  protamine  if 
necessary,  he  will  attempt  to  correlate  the  eventual  outcome  with 
the  preoperative  profiles. 

PROGRESS 

This  study  was  not  approved  by  OTSG  until  mid-FY80.  Essential 
equipment  was  received  at  the  end  of  FY80. 
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effect  of  Systemic  \nt  i  -Neoplastic  Chemotherapy  ) tu* mi 
TITI.!':  ('raft  Incorporat  ion 

U'ORK  IJNTT  \Q:  80/12 

PRI.\'CI’\AJ.  r.WESTICATop:  CPT.J.R.  Daniel ,  MO 

LTC  .T.T.  Col  1  ins  ‘f> 

ASS  nCT  MF  f '  a  t  -  s  T  T  CATD  RS : 

_  _  1.TCT..I.  Brown ,  IT',  1).  Raul*,  PhP 

n!UI  d'I\T.S 

To  determine  the  effect  of  systemic  cancer  chemotherapy  on  tin 
heal i nr,  events  which  allow  i ncorporat  ion  and  formation  of  a  nee 
intina  in  dacron  prostehtic  grafts. 


ThOINMAI.  ATPROAOI 

('•raft  incorporation  will  tie  followed  by  platelet  survival  t  ire.- .  Thi- 
is  an  accepted  measure  of  graft  incorporation  with  platelet  survival 
bein',  reduced  b>-  501  innediately  after  graft  placement  and  returning 
to  normal  as  the  graft  is  incorporated.  Also  dogs  will  he  sacrificed: 
at  six  weeks  and  six  months  for  histological  examination  of  graft 
healing.  Any  dogs  which  die  or  develop  complications  related  to  tin. 
graft  will  he  histologically  studied.  Craft  incorporation  will  he 
studied  in  the  following  settings:  f  1 )  A  graft  placed  s  intuit  :ine>Mis  h 
with  initiation  of  chemotherapy .  (2)  A  graft  placement  after  ir.it  1:1 

tion  of  chemotherapy.  Three  controls  will  lie  used.  In  one  '.rev.r 
platelet  survival  will  he  followed  without  any  treatment ,  to  w.itor 
consistency  of  technique  of  platelet  survival  determination.  In 
another  group  platelet  survival  will  he  monitored  he  fere  ar.d  dm  mg 
dicnothcranv .  A  third  group  will  have  a  thoracoabdominal  craft  place 
w  i  thout  chemotherapy . 

OA'Sl rAB l.f  SKITl.ir.S 
55524 
PRCCRTSN 

:h"  studv  cal  Is  for  a  total  of  five  grout's  of  animal-  plus  :>  cent  m  T 
-roup.  \  total  of  4.3  animals  have  had  baseline  platelet  survival 
t  i  vs  'letc-rmined  using  Indium-  111  labeled  platelets  .  Six  animal-  ha\ 
been  entered  into  the  control  group  and  platelet  survival  tines  are 
hedng  monitored  periodically  as  called  for  in  the  protocol .  lour  o: 
thru  have  now  been  followed  for  one  month.  lour  animals  have  he  or. 
•.•nt'Ted  into  Croup  I!  (no  surgery  adrianycin  treated!.  Ml  tour  naw 
been  followed  for  one  month  after  initiation  of  ad.riartycin  t  mat  rent 
un!  two  have  been  monitored  for  three  months,  six  animals  have  beer 
>*n‘  red  into  Croup  III  (surgery  only)  ami  platelet  suivi val  tires  :.a\ 


been  monitored  for  six  months  following  surgery.  Six  animals  have 
also  been  entered  into  Croup  IV  (surgery  followed  by  adrianycin 
treatment  three  months  later)  and  all  six  animals  have  been  monitored 
for  three  months  post-surgery .  These  animals  are  now  in  the 
adriamycin  treatment  phase  of  the  study.  Other  animals  are  being 
entered  into  the  study  as  time  permits.  Insufficient  results  have 
been  obtained  at  this  point  to  draw  any  conclusions. 


P!  PArrML';:  ni  hinh'-M.  k:\ti nr; 

n IFF!  AM  HI  AIMT '\"I  A1W\'  MFUIGAI.  HMUi 
FI.  PASO,  Ti  XVs  79920 

HI  i  \!l.  sum 

Piiys  iologic  Monitoring  ;md  the  Manipulation  in  the  Aortra 
i  1  Tl.l  :  Re cons  t  met  i  on  Pat  i  ent 

1\M  UNIT  NO:  80/30 

PR1NC1 PM.  I NVh.STI  GATOR:  l.TC  .1.  Collins,  MC 


ASSOC  I  ATP  INAT.STI  GATORS : 


0B.tlTT?\T5 

To  assess  the  effects  of  shock  trousers  at  varying  decrees  of  corrrv—io" 
upon  tiie  cardiovascular  system  and  patients  about  to  undergo  aortic 
reconstruction ,  to  optimize  patient's  cardiovascular  status  in  terns  :  f 
left  ventricular  stroke  work  index,  peripheral  vascular  res  is tancc  ,  :cui 
cardiac  index  prior  to  undergoing  major  aortic  reconstruction  aid  to 
assess  the  benefits  of  this  approach  in  the  intra-  and  postoperat i vo 
period. 


TT.aiXTOAI.  APPROAQ 1 


All  patients  scheduled  for  elective  aortic  reconstruction  on  the  dav 
prior  to  surgery  are  admitted  to  the  Trauna  Unit  or  Surgical  Intensive 
Care  Unit  where  Swan  •  Ganr.  balloon  catheters  and  arterial  lines  am 
placed.  Following  placement  and  the  base-line  determi nation  of  multiple 
parameters  outlined  in  the  protocol,  shock  trousers  am  placed  and 
varying  degrees  of  compression  applied.  At  each  level  of  compression 
these  parameters  are  remeasured.  Following  this,  the  trousers  art' 
removed  and  varying  amounts  of  lactated  Ringers  solution  is  administered 
intravenously  and  the  effects  of  intravenous  infusion  on  tire  cardio¬ 
vascular  parameters  are  determined.  Following  achievement  of  ’optimum" 
cardiovascular  parameters,  the  patient  is  considered  prepared  for  surgerv 
and  subsequently  undergoes  the  scheduled  aortic  reconstructive  procedure. 


PROGRESS 


To  date  eight  patients  have  undergone  the  complete  protocol.  An 
additional  twelve  patients  have  undergone  portions  of  the  protocol, 
;md  information  is  available  to  coordinate  the  overall  results.  Our 
goal  was  twenty  patients  to  he  carried  through  the  formal  protocol , 
at  which  Point  results  or  the  approach  will  be  tabulated  and  assessed. 
At  this  point,  because  of  the  relatively  small  nurrfrer  of  patients 
having  completed  the  protocol,  deductions  regarding  clinical  applica¬ 
tion  of  this  procedure  cannot  he  made  with  any  certain  validity. 


STATUS:  (Signing 


np'Mn-'ixr  or  n.iMc.xi.  tatstioatpy; 
v.  ii.ua>'  ar'A'  'I'mcAi.  ci'v;n  v 

!  I  p.tyn  :i  v  \y  ■'9920 

nr!. Ml  Sll!  IT 

!’i  lot  'hudv  ‘or  the  Use  of  the  Automated  \uto logons  Bleed 
’  ’ 1  '■  Re cove  tv  '''•’tern  (Toll  Saver)  in  Blunt  aid  ''met  rat  i  no  \hdumi  ! 

V rauna 

''  u\u  ;  \'i‘:  so/! 2 

1  !-Al.  !\YiSTirvn>R:  l/rc  .I.T.  Collins,  MJ> 

QT-TH  \T!  !P.TST  I  CATERS:  qt  t>a>  (;arTunas  ,  '<j);  CTT  T.h.  Caines,  ‘O'; 

(HI,  \.  Kissack,  MI) 

OBJ!  i t:\ts 

To  establish  the  effectiveness  of  the  automated  autologous  f  lood: 
recoverv  system  'cell  saver)  in  providing  an  economical  ,  efficient  , 
wife  source  of  autologous  red  blood  cells  for  patients  undergoing 
elective  surgical  procedures  and  in  decontaminating  free  peritoneal 
i  lood  associated  with  blunt  aid  penetrating  thoracic  and  ahdoriinal 
t  raura . 

TrCiNTCAi.  APPROAQ 1 

i  in  ■  automated  autologous  Mood  recovety  system  will  he  used  in  t  raura 
patients  presenting  with  either  blunt  or  penetrating,  abdominal  or 
chest  trauma.  In  addition,  all  patients  undergoing  elective  thoracic, 
gastrointestinal ,  and  vascular  surgical  procedures  in  which  significant 
attendant  blood  loss  is  ant icipated  will  be  included  in  this  study. 

I  at  raopernt  i  v<T  v  .  aerob  ic  and  anaerobic  blood  cultures  and  gran  stains 
of  the  free  int ratborac ic  and  peritoneal  blood  will  be  obtained.  The 
ahtologous  blood  recover.’  system  will  be  used  in  recovering  this  free 
blood.  After  the  til  mod  has  been  collected,  washed,  and  packed  by  the 
cell  aver  system,  anerobic  aerobic  cultures  will  be  obtained  as  well 
as  white  blood  cell  count ,  red  blood  cell  count ,  platelet  count ,  Wright 
-tain,  pl<asna-  free  hemoglobin,  heparin,  fibrinogen  and  gent  any  c  i  n  love  1 
ibis  will  be  done  on  all  collections  by  the  cell  saver.  In  cases  where 
contamination  of  the  blood  by  enteric  contents  is  documented,  the  wa-Te 
paefed  red  blood  cells  recovered  wi l 1  not  be  given  to  the  patient.  Res 
operatively  the  patients  who  have  received  noncontani nated  and  washed 
red  blood  cells  will  be  followed  closely  for  clinical  signs  of  sepsis, 
'■.hen  indicated  serial  blood  cultures  will  be  htained  and  the  patient 
tn  sited  with  appropriate  antibiotics  pending  culture  results.  The 
■■.ash  solution  used  during  the  recovery  system  will  contain  80  :v  of 
: lent nryci n  per  liter  of  wash  solution.  Ibis  has  been  demonstrated  to 
e rrcct i vo 1 v  eliminate  aerobic  organ i sms  from  the  washed  cell  product 
a  we  1 1  as  pathogenic  anaerobic  organisms.  Also  it  has  been  demon 
‘rated  that  the  cell  saver  effectively  removes  cssentiallv  all  free 
"ontarvein  from  the  red  cell  product . 

HTTRfSS 

fevi  i  op>  have  been  mines  ted  by  the  WP-AMU  Human  !!<p  Comi  1 1  ee .  llu 
:  :>’i:  ct  will  commence  when  these  charges  have  been  forwarded  ;uid 


APPHN'DIX  I 

Rcpresentati ve  Training  Protocols  supported  by  the  Department  of 
Clinical  Investigation,  Wi lli am  Beaumont  Army  Medical  Center, 
during  IT  80 . 


M'l'l'MlIX 


DISPOSITION  FORM 

fo.  Ui*  of  rt<l«  form,  tarn  AR  340-15;  *•  p*opon»nl  »«a«cy  la  TKa  Adjutant  Ganacal'i  OMlca. 


•  EftttNd  o«  oma  SYMAOi 


,  Clin  Invest  Svc 


Neonatal  Svc 


1  Dec  1079 


Research  Facility 


Request  the  use  of  the  Biological  Research  Facility  for  the  purpose  of  training 
.  ret,, ssional  and  paraprofessional  staff  members  of  the  neonatal  service.  The  objecti\ 
,L:‘°  training  is  to  familiarize  the  staff  with  the  indications  and  techniques  for 
endotracheal  intubation  and  chest  tube  insertion. 


xtiipnient  Required: 
a.  l.ab  animals 

(1)  1  kitten  per  session  -  intubation 

(2.)  1  rabbit  per  session  -  chest  tube  insertion 

i.arynpescope  with  blade 

■  i-r>  nm  endotracheal  tube 

-■  Arjjyl  chest  tube  with  trocar 

■  Underwater  Seal 

■  Appropriate  anesthetic  agents 


•! urinary  supervision  and  expertise  will  be  required  for  preparing  the  lab  anima1- 
sMstance  In  teaching  the  staff. 


•••pi  :\iimately  h  classes  will  be  required  (1  class  per  week)  with  fo 


ur  persons  per 


R.  E .  HEATH,  M.D. 
MAJ,  MC 

C,  Neonatal  Svc 


MtRLACM  00  FORM  M,  tXISTINO  (URRLIE1  OR  WHICH  WILL  ■■ 
ISSUED  AMO  USED  UHTIL  I  REE  SS  UNLESS  SOONER  (XHMUTIO. 


«.FO  INI  O  111  400 


DISPOSITION  FORM 

F (m  u»«  of  thi*  form,  •••  AR  340-15,  th*  propo«Of»t  ogoncy  ••  TACCEH. 


9Bf  fftCHCt  off  otfn.1  S»*BOl 


ATZC-MDOG  |  Use  of  E 

*?HRU  LTC  L.  L.  Penney,  MC  J/S'  “  L 
C,  Clin  Invest  Svc  C 

TO  CPT  Gerald  W.  Parker,  Jr.,  VC 
Asst  C,  Bio  Rsch  Section 


Use  of  Biologic  Research  Facilities  for  Training 

trom  date 

C#  LTC  W.  C.  Daniel  1 ,  MC  6  Nov  79 


Dep  of  OB-GYN 


1.  Request  the  use  of  your  facility  on  29  Nov  79  and  13  Dec  79,  from  0800  to  0900  hrs 
for  the  purpose  of  training  OB-GYN  residents  in  techniques  for  intubation. 

2.  We  will  require  two  anesthetized  cats,  a  veterinarian  for  supervision,  and 
appropriate  endotracheal  tubes  and  laryngoscopes. 


i  ji  < 

WALTER  C.  DAN  I  ELL,  M.D. 

Lt.  Colonel ,  MC 
Chief,  Perinatology  and 
Obstetrics  Services 
Department  of  Obstetrics  &  Gynecology 


2496 


REPLACES  DD  FORM  9 6,  WHICH  iS  OBSOLETE 


v*  I  S  t. IV  I ‘17  7-0  7lif.-l?4  1. 


DISPOSITION  FORM 

l  F or  on*  of  this  form,  ••*  AR  340-15,  tho  propo nm>1  agency  Is  TACCEH. 


it  n  *f*ti  -R  OFFICE  Stm  80  L 


'  ATZC-MDPE 


Pediatrics  and  Obstetrics  House  Staff  Training 


T0  Clinical  Inves  Svc  FR0M  C,  Neonatal  Svc 

ATTN:  C,  Biological  Research 


date  3  jui  80 
Dr  Leonard/mmr/2249 


i  i.  T^e  objectives  of  this  program  are  to  familiarize  the  Pediatrics  and  Obstetrics 
'  house  staff  with  indications,  outcome, and  equipment  related  to  endotracheal  intubation, 
;  cnest  tube  insertion,  and  venous  cutdown. 

2.  We  request  the  use  of  your  facility  starting  15  July  1980  from  0900  to  1100  hours. 

;  This  teaching  exercise  will  be  held  weekly.  Termination  date  -  16  September  1980. 

3.  Laboratory  animals  -  equipment 

\  a.  Endotracheal  intubation  -  1  kitten 

b.  Chest  tube  insertion  and  cutdown  -  1  rabbit 

c.  2  Venesection  trays 

d.  Larynt^cope  with  blade 

,  *e.  Endotracheal  tubes  3.0  mm  or  18  French 

*f.  Argyle  chest  tubes  with  trochar  and  Rob  Nel  Catheters  (10  and  12  French) 
Underwater  Seal 

,  *  Suoplies  provided  by  Newborn  Medicine  Service. 

4.  !>articipants 

SCHEDULE  -  0900  -1100  HOURS 


1  15  July 

Dr  Tremper 

Dr.  P.  Muelenaer 

22  July 

Dr  Baugh 

Dr  Matson 

’  29  July 

Dr  Crowe 

Dr  A.  Muelenaer 

{  5  Aug 

Dr  Egerton 

Dr  Raw! ings 

j  1 2  Aug 

Dr  Carrion 

Dr  Walker 

j  19  Aug 

Dr  Pereira 

Dr  Covarrubias 

1  26  Aug 

Dr  Stafford 

Dr  Hill 

•  2  Sep 

Dr  Chikanchi 

Dr  Lawrence 

(  9  Sep 

Dr  Woodruff 

**TBA 

i  16  Sep 

**TBA 

**TBA 

To  be  assigned 


TOMMY  LEONARD,  JR. ,  M.D. 
MAJ,  MC 

C,  Neonatal  Service 


D 


DISPOSITION  FORM  $  i 

For  us*  of  this  form,  •••  AR  340-1  5,  tho  proponent  ogoncy  is  TAGCEN. 

REFERENCE  OR  OFFICE  SymBOl 

VjB>ECT 

ATZC-MDDS 

Inservice  on  Airway  Management  and  Intubation 

to  Bio-Research  Laboratory 

from  c  Resident,  Trauma  Svc  date  8  Sep  80  cmt  1 

CPT  Camunas/s 1 / 2698 

1.  An  inservice  will  be  carried  out  on  airway  management  and  intubation  in  the  Bio 
Research  Laboratory.  There  will  be  14  persons  from  the  Trauma  Unit  and  507th  Med- 
Fvac  unit  participating  in  the  inservice.  The  inservice  will  be  supervised  by 
Chief  of  the  Bio-Research  laboratory  and  chief  resident  of  the  Trauma  Unit. 

2.  The  inservice  will  be  held  on  Thursday,  11  September  1980  at  1430  hours  in  the 
Bio-Research  laboratory  of  William  Beaumont  Army  Medical  Center. 

p-iv  C\C 

JOSEPH  A.  CAMUNAS,  MD 
v-€-PT ,  MC 

Chief  Resident,  Trauma  Service 


/  /'’.’A.  ^ 

//  r  /'l  t>0 


Zz 

/V  $c' 


7 1<*>  ^ 


183 

REPLACES  OD  FORM  9*.  WHiCH  >S  OBSOLETE 


DA  -ST.,  2496 


wr  s.t.Pu  1 97 ?-o - ;hti- i?. 


nsposmoN  form 

to  t  ut.  Ql  r*.;.  <•«»,  •••  A*  MO-15;  *•  I»  T*!*  AJ|«Mi>t  Gcnarat't  OH  it* 

J  A 

■'  «»««n<2  o»  oma  symxx 

'  a  -  -  ,V.'|! 

L. 

tUMCT 

TRAINING  PROTOCOL 

*  TO 

PMM 

DATt  , 

CMT  » 

i  •  1  *  -  n  t ' '  •  v 

Or.  Fenner-  Oastro 

24  cent 

' j1 : o £  R'.r  ndoscnoic  Retronrade  ChnlanolonancrpatKonrar!)  .  Th>s 
cai'.nji  )*  ion  of  the  Annul  la  of  Vater  and  iniectir.n  a  contrast 
aoent  to  outline  the  nancreatic  duct  and  hfl’arv  svsten. 


Beaalu-- tv.o  dnqs  each  session 

'( 

!  1  ovprv  crHnv  1300-1500  hrs 

>  !  '  ;;  -available  in  Gastroenteroloav  Clinic 

j  s  1 1 -  -  Genera  1 

-['Ml  INSTRUCTIONS--  Animals  will  have  tn  he  NPO  a*’ ten  ’"idninht  Thur  ^ 

;  niqht  excent  thev  nav  have  water  for  breakfast  cm  t™ 

dav  of  the  procedure.  The  animals  "'ill  also  be  our-' 
;  Roh inn  1  durinn  the  procedure  to  decrease  intestMa' 

mnti 1 i tv . 

:•  [  •" c  0*i  f)  FOR  RE0UFST--  To  enable  Oastroenterolonv  Staff  and  Follows  to  t  »r  ~o 

more  nroticient  at  oerformino  £RCP. 


! 

* 


1 

| 


Mrc-onel --Oastroenterolnqv  Staff  and  Fellows.  Personnel  in  Animal  Lasn>  »torv 

Sec  t i on . 


David  K.  Fenner  ‘1 .0 . 
Maior  MC 

Oastroenterolonv  Stat* 


S  f<  <■ 


/ 


('i 


v 


) 

■» 


1 

•T- 

1 
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c.  L-1  L  ■"  :  ;  .  L  J 


15,  f  ^  «  ;  f  OI pn  «nt 


\  :  /  ' -  :•'!  t;;N 


I'--!?  of  the  ’.50-  V.  :i<  '.1  iV--ra:vh  I .  i .  ■  i  1 


Oi  l  vc 


C.  N urs  !•:.•!  f.  I n:ir, 


.Vs  Fac 


j  V  c 


10  A  Ur’  >0 
SI' -6  Kiri!’, 
:36  b  - 2  H  3  » 


].  r.(>  of  .  :.o  Hi  o-'Vdicnl  ?..•  search  Facility  . :  r .  c  j  its  toff  i 

a  !'• .ill, ay  ft » •  i '  1 1  non  f  rota  1215-1330  hours  for  t  ra 
.ruth-nrs  from  ;  he  Pati'-nt  0  re  Specialist  Course,  W.MC,  in  C 
rib,  sown  and  ■  1  o  v  e  t  .  ’  and  in  n.inor  sura  rim;  t  *  chni 

in  t  : x.  de:..erst  >  at  i  m  a..d  i  H  in  intul.af  ion. 

2.  Cr  scrub  .-.reons  and  -ft-rile  ,;ovns  will  be  provided  by  the 
i  C>0  i  its  t.  rue  Lor . 

3,  f  .•  */:pr,  eon  si  '-t  of  6-6  -fu  !•  nts.  The  a  roups  will  be  in  th 
facility  .is  indie a rod  '.  a  lev. 

..-nr ;  Minor  afire  ,  »ek  (mare  3-0  silk  with,  i.erdl 
ia  !  i  1  e  drapes)  gloves  pr.  6  ,  shoos  (booty  conductive),  hats 


"  c  .,u.--st:ed ,  2  Vet  specialist,  1-  Vet.  (VC) 

■Cilia. t  -  ( .  : :  si  itesi  ,  scrub)  ,  V.C.  -  supervi  sior 

'V.  quest  1  (one)  canine,  dor,,  for  the  suture  procedure , 
t  1  ( oi.e)  fol  i.r.e,  eat,  for  the  intubation  pre 


e  C>  V 


.  .0  1 A  11  ON 


‘  .  r-y 
a  I  V 


1  a  fv\C. 

(  \ 

I  t  V.  .  ■  I  A . 


i  c  O: 


\.  ■-  ■  ■) 


i .  ;  ;,e  . 


■f,  Ne:-s. 


r 
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DISPOSITION  FORM  ^  i 

for  j  ii  o<  ihtg  fo»m,  »««  AR  340  15;  *h*  proponent  ogtnr  /  '*  THe  Adju’anf  Cen*rol'»  Oli'Ci 


|  HEFt  PENCF  OR  OFFia  SYMBOL 

I  ATZC-MDDN-KC 


5U4JECT 

Use  of  the  Bi  -Medical  Research  r.iciht 


!  TO 


a r .  darker  CI’T  VC 
;>1C  .  Bio -;-Jed  Ri-s  Knc 


PROM 

Director  i CSC 
WBAMC 


DATE 

11 


i,s.  i- !  tie-  ii:o-i  edical  Research  Facility  and  its  stall  is  n  ussstt-.i 
each  Tuesday  afternoon  from  12:30  hours  to  lhOO  hours  for  traini-up,  :■  t  uuer. :  s 
from.  the  Patient  Care  Specialist  Course,  WBAMC ,  in  OR  scrub,  govr.  and  -love 
technique,  and  in  minor  suturing  technique,  in  the  demonstration  and  pi!  on 
intubat ion. 


2.  OK  setub  ;;n-cas  and  sterile  qovns  w<  i  l  be  provided  by  the  iVbC  u 

Croups  consist  '1  4-6  students.  Tn  groups  will  be  in  the  fac 1 i i t v  as 
:  ndi  on  ted  below, 

j  a.  equipment :  Minor  suture  pack  (Sutu>  •  3-0  silk,  needles,  sterile  cirapo:,)  , 

*  , ’!ovs  o  pair, shoes  (booty  conductive),  hats. 

j 

|  o.  Manpower  requested,  2  Vet.  speciali-t ,  1  Vet,  (VC)--  specialist  (anesthesia . 

!  scrub),  V.C.  (supervisor) 


Request 

Request 


l (OKU)  _an  i  no,  doR,  for  the  suture  procedure. 
L(ONC)  inline,  cat.  tor  the  intubation  procedure. 


DA  THIS 

CROUP 

ROTATION 

2b  Feb . 

/ 

RR 

12  March 

I 

RR 

8  April 

2 

RR 

2  d  A  p  r  1 1 

3 

RR 

20  [lay 

4 

RR 

10  June 

b 

RR 

1  Julv 

i> 

RR 

r>y  '  '  ;  -  -'- 

Cyan  1  .  Blackwood 
MA J .  .MIC 

Di  reel  or  l’CSC 

18b 


n  A  FORM  O  A  QC  REPLACES  DO  form  #«.  exilTINO  1-JKFLIH  OF  WHICH  wi^l  BE 
I  FEB  «!  ISSUED  AND  USED  UNTIL  I  FEB  6»  U  CESS  SOONER  EXHAUSTI  c. 


DISPOSE  ITtOEJ  FORM 

ft  •  <  »K.«  I*#m.  •••  AR  340  IS.  •  (-'t-n-"*"'  ■*  TaGCEk. 

>  -»*  ’  »  '*■**  -  -  ' 


fl 


M  Z(’- I  ^jre  ic;i]  An t  os  t  :i»» .  i  i  -\u  os 

f  K  0  v  DATE. 

(',  l'i  j  ni  cai  Investigations  •,)rolo,,v  S?rv  oo  l'1  .Ian  ].••>• 

1.1  C  Penney  V.n.VK' 

•  v  art  re  inest inr  t  he  use  of  the  nnir.il  research  facilities  on  Thursday ,  17 
at  I.VW  hours  for  tiie  numose  of  demon  s  t  r;ti  nr  and  excerci  si  nr  t'e  use  of  si 
autos  tael  ins?  devices.  Please  inform  us  if  t-is  u  i  1 1  he  convenient . 


'  os-  t-c*.  nil  1  v  sir  ]  1 1  a.. , 


FUC.AhiU  HI  AZ- HAI  L  ,  H.il. 
COL,  MC 

Asst  Chief,  I'rolorv  Service 


tiioaasA^'' !>. 

cpi  ,  •!<:  1  a 

!‘e>  i  tlen  t 


Ac  VA  /;c'  •  A  L&  V  /  c'.i.  7 

drra’ii  v; .  .hr  -  r,  i/.hv. 

:cr  vc 

C,  Pic  logical  .re  C  jt 


DA  '.-A  2496 


'  •  -  *  ■  r 
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DISPOSITION  FORM 

P.J.  u ■  •  o(  An  form.  AR  340-15.  »f>#  propononl  ogoocr  It  TAGCIN. 


mifluiHff  jfi  jM.ff  ‘,M460i 

V,Bj£CT 

ATZC  MDDS  PVS 

Use  of  Dogs  in  Biological  Research 

T0  Dir,  Biological  Research  Svc  FR0M  C,  Peripheral  Vascular  date  16  Jun  80 

Clinical  Investigations  Svc  Surgery  Service  LTC  Col  I  ins  jc  2621 

iATTN:  Dr.  Parker)  Director,  Trauma  Ctr 


1  .  I  his  is  to  confirm  our  previous  discussion  regarding  the  use  of  two  dogs  for  studying 
tin?  technique  of  rectal  &^&>sal  replacement  and  preparation  for  performing  the  same 
procedure  on  human  beings.  As  we  discussed,  we  would  like  to  use  two  dogs,  one 

on  Monday,  16  June  1980,  and  the  second  dog  at  the  convenience  of  your  service  and 
mine.  The  training  opportunity  provided  by  your  unit  is  most  appreciative  and  should 
significantly  enhance  the  potential  for  a  successful  procedure  on  our  human  patients 

2  Thank  you  very  much  for  your  support  in  this  regard. 


JOHN  T.  COLLINS,  JR.,  M.D. 

LTC,  MC 

Chief,  Peripheral  Vascular  Surgery  Svc 
Director,  Trauma  Center 
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DA  v;r,  2496 


REPLACES  DO  FORM  96.  WHtCH  IS  OBSOLETE 


v*' i  s  i-f«o  o  rf,',  i •• 


I  T0  Clinical  Investigation  Div  FR°M  C,  Gen  Surg  Svc 


date  30  July  1 9«0  cmt i 
COL  Fagarason/sl /269F 


i  t 

J  1.  Request  the  use  of  the  Clinical  Investigation  Dog  Lab  facilities  and  tne  use  of 
j  a  canine  subject  for  training  protocol  as  follows:  1 

I  j 

j  Object:  The  perfection  of  technical  skill  in  placement  of  the  Hunter-Sessions  j 
I  vena  caval  occluder  ( intra-vascular  balloon  device)  | 

Method:  In  an  anesthetized  canine  subject  a  cut-down  over  the  right  internal  |j 

jugular  vein  and  a  venotomy  through  which  the  vena  caval  occluding  balloon  can  be  jj 

placed  in  an  intra  vena  caval  position.  Fluoroscopic  capability  is  requested  in  tj 

order  to  ascertain  proper  positioning  of  the  balloon  below  the  renal  veins.  It  is 
anticipated  that  the  balloon  will  be  retrieved  from  the  experimental  animal,  thus  J 

permitting  salvage  of  the  subject  animal.  I 

? 

|  2.  Request  definitive  information  as  to  date  and  time  that  this  teaching/learning 
jj  endeavor  can  be  performed. 


LAWRENCE  A.  FAGARASCfN-,  MD 
COL,  MC 

Chief,  General  Surgery  Service 


DISPOSITION  FORM 


a,  u,«  0I  thla  form,  >M  *R  340-15,  propontnt  agency  la  Tlia  Ad|utonl  Canarol'a  OHlca. 


trtttNCI  O*  owa  $YM»Oi 


SUMCT 


Training  Protocol 

•:'0  FROM  OAT*  CMT "T 

■  Dept  Clin  Invest  Peripheral  Vascular  Svc  23  June  l(>8n 

Bio  Research  Fac 


Ki:,;iit'st  the  use  o£  the  Biological  Research  Facility  for  the  purpose  of  training 
. ..  cical  residents  in  the  techniques  of  performing  Aortic  bypass  Graft  procedures.  Th 
.1  i ninn  can  be  accomplished  in  conjunction  with  your  surgery  schedule  for  the  previous] v 
,■  roved  research  protocol  !f80/12.  Additional  animals  and  supplies  are  not  required. 

■.is  will  he  an  excellent  opportunity  to  provide  vascular  surgical  training  vhi le 
i ! *  aneously  conducting  a  research  endeavor,  thus  minimizing  animal  utilization, 
ui'.ios,  and  maximizing  personnel  time. 


JOHN  T.  COLLINS,  JR.  M.D. 
LTC ,  MC 

C,  Peripheral  Vascular  Svc 
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U4LACU  00  FOR*  M,  IXItTINO  IURFLICI  OR  WHICH  WILL 
IMUCD  AND  USIO  UNTIL  I  FIR  II  UNLCM  IOONIR  IXHAU4TI0, 


c.po  im  o  - 


DISPOSITION  FORM 

F.t  .1  tfcu  <«.«.  *M  All  140- IS;  4»«  *•  Tk»  A4|UMni  C«Mral'>  OMi-m. 


uiVMNCt  o*  oma  trMOOt  wwbct 

Training  Protocol 


THRU  C,  Dept  Clin  Invest 


Peripheral  Vascular  Svc 


1  August  l°8r 


Biological  Research.  Facility 


l.  In  reference  to  our  previous  discussions  of  the  Hemodynamics  Cell  Saver  System,  it 
is  requested  that  the  lab  animal  surgical  facility  be  available  for  demonstration  of 
the  equipment.  The  objective  will  be  to  demonstrate  and  train  selected  individuals 
in  the  trauma  unit  on  the  use  of  the  Cell  Saver  System.  This  can  he  accomplished  on  an 
animal  that  is  undergoing  an  Aortic  bypass  graft  procedure  in  the  previously  approved 
research  protocol  #80/12.  Additional  animals  will  not  he  required  for  this  training 
endeavor . 


JOHN  T.  COLLINS,  JR.  M .  D . 
LTC ,  MC 

C,  Peripheral  Vascular  Svc 


AIFLACM  00  FORM  M,  BXItTINO  AUFFLItt  OF  WHICH  WILL  ■■ 
IttUCO  AND  UHD  UNTIL  I  FIB  It  UHL  CM  tOOHIH  IXHAUSTCO. 


w 

THRU  C,  Dept  Clin  Invest 


CUT  I 


N  FORM 

ha  •faiqr  U  Th«  U|mm  Ctwal'i  OHlca. 

“"™“  Ti«pppy*"~"****"""*****"*~**"~*"  ~ 

Microvascular  Surgical  Training 

PNOM  OATS 

Plastic  Surgery  Svc 

TO  C,  Bio  Research 

1.  The  plastic  surgery  service  request  the  use  of  the  Biological  Research  Facility  for 
the  purpose  of  training  the  staff  and  residents  in  the  techniques  for  performing  micro- 
vascular  surgical  procedures. 

2.  The  use  of  the  surgical  facility,  operating  microscope,  microsurgical  instruments, 
and  one  animal  (rat)  per  session  will  be  required.  The  procedures  will  consist  of 
various  arterial  and  venous  anastamosis.  An  appropriate  general  anesthetic  will  he 
required  for  the  animal. 

j3.  It  is  anticipated  that  three,  two-hour  sessions  per  week  will  be  required.  One 
lor  two  surgeons  will  be  present  at  each  training  class. 


' 


Chief,  Plastic  Surgery  Service 
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